
REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY / Attach additional sheets if necessarv or use APHIS Form 7023A ) 


A. B. Number of 

animals being 
! bred. 

Animals Covered conditioned, or 

By The Animal held for use in 

Welfare Regulations teaching. 

* - testing, 

expenments, 
research, or 
surgery but not ye 

4. Dogs 


6. Guinea Pigs 


C. Numberof 

D. Number of animals 

E. Number of animals upon which teaching. 

F. 

animals upon 

upon which 

experiments, research, surgery or tests were 


which teaching. 

experiments, teaching. 

conducted involving accompanying pain or distress 

TOTAL NUMBER 

OF ANIMALS 

research, 

research, surgery, or 

to the animals and for which the use of appropriate 

experiments, or 

tests were conducted 

anesthetic, analgesic, or tranquilizing drugs would 

tests were 

involving 

have adversely affected the procedures, results, or 

( COLUMNS 

conducted 

accompanying pain or 

interpretation of the teaching, research, expenments. 

involving no 

distress to the animals 

surgery, or tests. ( An explanation of the procedures 

C+D+E) 

pain, distress, or 

and for which 

producing pain or distress in these animals and the 


use of pain- 
relieving drugs. 

appropriate anesthetic, a 

reasons such drugs were not used must be attached to 




1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anestetic. analgesic, and tranquilizing drugs, prior to, during, and following 
actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that excaptions to the standards and regulations be specified and explained by the principal 

investigator and approved by the Institutional Animal Caro and Use Committee (IACUC). A summary of all such exceptions Is attached to this annual report. In addition to identifying the 

lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
( Chief Executive Officer or Legally Responsible Institutional Official ) 




APHIS FORM 702 
(AUG 91 ) 


























Tbs reoor t is required oy law (7 USC 2143). Failure to report according io the regulations can 
result n ar. order to cease and desist and to be subject to penalties as provided for .n Section 2150. 


See reverse side fcr 
additional information. 


v / U (Jnteragency Recon Control No 

OlSG-OOA-AN 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


1. REGISTRATION NO. 

22-R-G005 


CUSTOMER NO. 

8203 



2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with U 

ANNUAL REPORT OF RESEARCH FACILITY include Zip Code) 

(TYPE OR PRINT) n j state dept of health & Sr. Svs. 

TRENTON, NJ 08625 

(609) 292-5847 


3. REPORTING FACILITY (Ust ail locations where animals were housed or used in actual research, testing, teaching, or expenmentation. or held for these purposes. Attach additional 

sneets if necessary.) 


FACILITY LOCATIO NS (sties) 


See Attached Listing 

Laboratory Building - FR&EL 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additions sheets if necessary or use APHIS FORM 7023A ) 



Animals Covered 
By The Animal 
Welfare Regulations 


B. Number of 
animals being 
bred. 

conditioned, or 
held for use in 
tenoning, tasting, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 


C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 


D. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
dtslress io the animals 
and for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 


Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic.analgesic, or tranquilizirg drugs would 
have adversely affected tne procedures, results, or 
interpretation of the teaching, research, 
expenments, surgery, or tests. (An explanation of 
the procedures producing pain or distress m these 
animals and the reasons such drugs were not used 
must he attached to this report) 


TOTAL NO. 
OF ANIMALS 

(Cots, c •*> 

C -r E) 




ASSURANCE STATEMENTS 


1) Profession a tty acceptable standards governing the care, treatment, and ust of animals, including appropriate use of anesthetic, analgesic, and tranquilizing drugs, pnor to, during, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the institutional Animal Care and Use Committee (IACUC). A summary of ail the exceptions is attached to this annual report. In 
addition to identifying the lACUC-approved exceptions, this summary indudes a brief explanation cf the exceptions, as wen as the species and number of animals affected. 

4) The attending vetennarian for this research facility has appropriate authority to ensure the provision cf adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 


SiGNATiiRF nt r. P n hr iw<iTiTi itidwai OFFiriAi NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) I 



tdM*' 


APHIS 
(AUfc 91) 


ch is obsolete 


PART 1 - HEADQUARTERS 





















This report is required by law (7 USC 2143) Failure to report according to the regulations can 
resuit in an order to cease and desist and to be subject to penalties as provided for in Section 2150 


See reverse side for 
additional information 


Interagency Report Control No 
Q180-DOA-AN 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 


1. REGISTRATION NO. 

22-R-0012 


CUSTOMER NO. 

172 


FORM APPROVED 
0MB NO. 0579-0036 


2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA, 
include Zip Code) 

ETHICON, INC. 

P.O. BOX 151 

SOMERVILLE, NJ 08876-015 


3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes. Attach additional 
sheets if necessary. ) 



FACILITY LOCATJONSfsrfes; 


ETHICON RESEARCH FOUNDATION 
SOMERVILLE, NJ 08876 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS FORM 7023A ) 


Animals Covered 
By The Animal 
Welfare Regulations 


B. Number of 
animals being 
bred, 

conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 


C. Number of 
animals upon 
which teaching, 
research, 
expenments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pam- 
reiieving drugs. 


0. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animats 
and for which appropnate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 


E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropnate 
anesthetic, analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures producing pain or distress m these 
animals and the reasons such drugs were not used 
must be attached to this report) 


TOTAL NO. 
OF ANIMALS 

(Cols. C ♦ 

D + E) 




ASSURANCE STATEMENTS 


1) Professionally acceptable standards governing the care, treatment and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing drugs prior to. dunng, 
and following actual research, teaching, testing, surgery, or experimentation 'were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A summary of all the exceptions is attached to this annual report In 
addition to identifying the lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4) The attending veterinanan for this research facility has appropnate authonty to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true, correct and complete (7 U.S.C. Section 21 43) 


SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 



APHIS FORM 7023 
(AUG 91) 


(Replaces VS FORM 18-23 (Oct 88), which is obsolete 


PART 1 - HEADQUARTERS 






































This report is required by law (7 USC 2143). Failure to report according to the regulations DEC 0 2 2002: 


>ee attached form for 
idditional information 


Interagency Report Control N 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


ANNUAL REPORT OF RESEARCH FACILITY 

( TYPE OR PRINT ) 


1. CERTIFICATE NUMBER: 22-R-0013 

FORM APPROVED V 

OMB NO. 0579-0036 

CUSTOMER NUMBER: 1 63 


Worldwide Mobile Veterinary Unit 

8 Foxhunt Drive 


Rockaway, NJ 07866 


Telephone: (973) -538-6601 



3. REPORTING FACILITY ( List all locations where animals were housed or used in actual research, testing, or expenmentation, or held for these purposes. Attach additional sheets if necessary ) 


FACILITY LOCATIONS ( Sites ) * See Atached Usting 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY f Attach additional sheets if necessarv or use APHIS Form 7023A \ 


A. 

B. Number of 

C. Number of 

D . Number of animals 

E. Number of animals upon which teaching. 

F. 


animals being 

animals upon 

upon which 

expenments. research, surgery or tests were 



bred. 

which teaching, 

experiments, teaching. 

conducted involving accompanying pain or distress 


Animals Covered 

conditioned, or 

research. 

research, surgery, or 

to the animals and for which the use of appropnate 


By The Animal 

held for use in 

experiments, or 

tests were conducted 

anesthetic, analgesic, or tranquilizmg drugs would 


Welfare Regulations 

teaching. 

tests were 

involving 

have adversely affected the procedures, results, or 

/ rm i iiiKic 


testing. 

conducted 

accompanying pain or 

interpretation of the teaching, research, experiments. 

( UULUMNo 


experiments. 

involving no 

distress to the animals 

surgery, or tests. ( An explanation of the procedures 

C+D+E) 


research, or 

pain, distress, or 

and for which 

producing pain or distress in these animals and the 



surgery but not ye 

use of pain- 

appropriate anesthetic, a 

reasons such drugs were not used must be attached to 




reiieving drugs. 






4. Dcgs 


5. Cats 


6. Guinea Pigs 


7. Hamsters 


8. Rabbits 


9. Non-human Primate 


10. Sheep 


11. Pigs 


12. Other Farm Animals 


1 ) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anestetic, analgesic, and tranquil izing drugs, prior to, during, and following 
actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the principal 
investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A summary of all such exceptions is attached to this annual report In addition to identifying the 
lACUC-appraved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
( Chief Executive Officer or Legally Responsible Institutional Official } 



| NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL ( Type or Print 





















jn 

aoaitionai information 


UNITFD STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

1. CERTIFICATE NUMBER: 22-R-0016 

CUSTOMER NUMBER: *J74 

' 


ANNUAL REPORT OF RESEARCH FACILITY 
(TYPE OR PRINT) 

Johnson & Johnson Consumer Products.lnc. 

Johnson & Johnson Res. Found. 

Research & Development 

199 Grandview Road 

Skillman, NJ 08558 ^ A 

.NOV 2 0 2002 

Telephone: (908) -874-1350 


REPORTING FACILITY ( List all locations where animals were housed or used in actual research, testing, or expenmentation, or held for these purposes. Attach additional sheets W necessary ) 


FACILITY LOCATIONS { Sitae ) • See Atached Listing 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACIUTY f Attach additional sheets if necessarv or use APHIS Form 7023A \ 


Animals Covered 

By The Animal 

Welfare Regulations 

B. Number of 
animals being 
bred, 

conditioned, or 
held for use in 
teaching, 
testing, 
experiments, 
research, or 
surgery but not y« 

C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 

conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 

D. Number of animals 
upon which 
experiments, leading, 
research, surgery, or 
tests were conducted 
involving 

accompanying pain or 
distress to the animals 
and for which 
appropriate anesthetic, a 

E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic, analgesic, or tranquil izing drugs would 
have adversely affected the procedures, results, or 
Interpretation of the teaching, research, experiments, 
surgery, or tests. ( An explanation of the procedures 
producing pain or distress In these animals and the 
reasons such drugs were not used must be attached to 

F. 

TOTAL NUMBER 

OF ANIMALS 

( COLUMNS 
C+D+E) 

Dogs 




• 

• 

Cats 





•* 

Guinea Pigs 


A 



4 

Hamsters 






Rabbits 


30 



30 

Non-human Primate 






Sheep 






Pigs 


20 

20 


40 

Other Farm Animals 

i 











Other Animals - 

























SURANCE STATEMENTS 


1 ) Professionally acceptable standards governing the cere, treatment, end use of animals, including appropriate use of anastatic, analgesic, and tranquilizing drugs, prior to, during, and following 
actual research, teaching, testing, surgery, or experimentation ware followed by this research facility. 

2) Each principal investigator has considered alternative* to painful procedure*. 

3) This facility is adhering to the standards and regulations under the Act, end H has required that exceptions to the standards end regulations be specified end explained by the princ ip al 
investigator and approved by the Institutional Animal Care end Use Committee (IACUC). A summary of all such exceptions Is attached to this annual report. In addition to identifying the 
LACUC-epproved exceptions, this summery includes e brief explanation of the exceptions, at well ss the species and number of animals affected. 

4 ) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and 

~~ ■ CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 

( Chief Executive Officer or Legally Responsible Institutional Official ) 


DATE SIGNED 


{ AUG 91 ) 


























r-t'w 


Th:s reccrt IS required by law (7 USC 2143). ^ailur- 5 report according Ig the regulations or. 
result in jn order to c*a*« and deslit and to bo sui ;c: to penalties is provided fcr in Section 21 5C. 


See reverses sioe ror 
additional information. 


Ylb bbbb P . 05/09 

rvc^ui k - 

019O.QOA-AN 


UNmED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


1. REGISTRATION NO. 
22-R-0020 


CUSTOMER NO. 
175 


FORM APPROVED 
OM0 NO. 0579-0036 


2. HEADQUARTERS RESEARCH FACILITY fN«me and Adarass. as no&ertdwmuSDT 
iceitxta 2 jo Code) 

UNIVERSITY OF MEDICINE & DENTISTRY OF NEW 
JERSY 

185 S. ORANGE AVENUE 
MSB A-604 
NEWARK, NJ 07101 
(973) 972-5455 


0, REPORTING FACILITY (List ail locations where antrraia wwb touted or used in actual research, testing, teaching, er experimentation, or new Ter mesa purposes. Attach acdtoonei 
sneets if necessary-) 


FACJUTY LOCATIONS^**) 


ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 

N °V2b2W 



A-Level 

UMDNJ /New Jersey Medical School 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FAOLrrr (Attach adedbenat sheets necessary or use APHtS FORM 7Q22A) 


Animals Covered 
By The Animal 
Welfare Regulations 


EL Nurrtocrof 
animals being 
bred. 

conditioned, or 
held for use In 

teaching, testing, 
experiments, 
research, or 
surgery but net 
yet used for such 
pu r po ses. 


C. Numoerof 
animals upon 
which teaching, 
research, 
ex per im ents, or 
tests we 
conducted 
tnvohnngno 
pain, distress, or 
use of pain- 
retiewig drugs. 


a Numoer 0 / animals upon 
which experiments, 
teaching, research, 
surgery, or tests ware 
conducted Involving 
accompanying pern or 
distress to the animals 
and tor which appropriate 
anesthetic, anaigeste. or 
tranguiUnng drugs wars 


E, Numoer 01 animals upon wnicn teaaitng, 
experiments, research, surgery or tests were 
conducted involving acconpanying pain or distress 
to be animals and tor which the use of appropriate 
anesthciiconaigeste. or tnnouteig drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, 
experiments, surgery, or tests. fAn explanation gf 
fhe procedures producing pain or dEsfres* in itmu 
animats and tn§ reasons such drugs wane not used 
musfoe attached foffcj report; 


TOTAL NO. 
OF ANIMALS 

(Cole. C* 
D*E) 




ASSURANCE STATEMENTS 


1) Profesdonaily acceptable standards governing be care, treatment and use of enlmela, including appropriate use of anesthetic, anptgesic, and trarquHiang drugs, poor to. during, 
and Mowing actual research, teaching, tasting, surgery, or experimentation were followed by this research todiity, 

2) Each principal investigator has considered alternatives to painful procedures. 

2) This facility la adhering to the standards and regulations under the Act. and ll has required that exceptions to the standards and regulations oe speeded and explained by the 
principal Investigator and approved by the Institutional Animal Care and Use Committee (iACUC). A summary of all the exceptions is attached to this annual report, in 
3dahion to identifying the lACUC-tpproved exceptions, this summary includes a brief explanation or toe exceptions, as wall as the spade* and number of animals affected. 

4} The attending veterinarian tor this research facility has appropriate authority to ensure the provision of adequate vetennary care and to oversee the adequacy of other 
aspects of animal cam and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Logafiy Responsible institutional official) 

I certify that the above Is true, correct, and complete (7 U.S.C. Section 2143) 



(AUG 91) 


|rkiywi.«i vo rurw) io*>m \wk( w/i wrecn t# w>w«w 


DATE SIGNED 

1 1 IlS/OL 

r*#w% ■ 1 - HEADQUARTERS 



































This report is required by law (7 USC 2143). Failure to report according to the regulations 
can 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


ANNUAL REPORT OF RESEARCH FACILITY 

( TYPE OR PRINT ) 


.DEC 0 4 2002 


See attached form for 
additional information 


1. CERTIFICATE NUMBER: 

22-R-0022 

CUSTOMER NUMBER: 

176 


Princeton University 
Office Of Research & Projects 
P.O. Box 36 
Princeton, NJ 08544 

Telephone: (609) -258-3090 


Interagency Report Control 


FORM APPROVED 
OMB NO. 0579-0036 


T' 

■Ol No.; 


3. REPORTING FACILITY ( List all locations where animals were housed or used in actual research, testing, or experimentation, or held for these purposes. Attach additional sheets if necessary ) 


FACILITY LOCATIONS ( Sites ) - See Atached Usting 


Number of 

C. Number of 

D. Number of animals 

E. Number of animals upon which teaching. 

F. 

animals being - 

animals upon 

upon which 

experiments, research, surgery or tests were 


bred. 

which teaching, 

experiments, teaching. 

conducted involving accompanying pain or distress 

TOTAL NUMBER 

conditioned, or 

research. 

research, surgery, or 

to the animals and for which the use of appropriate 

OF ANIMALS 

held for use in 

experiments, or 

tests were conducted 

anesthetic, analgesic, or tranquilizing drugs would 

teaching. 

tests were 

involving 

have adversely affected the procedures, results, or 

(COLUMNS 

testing. 

conducted 

accompanying pain or 

interpretation of the teaching, research, experiments. 

experiments. 

involving no 

distress to the animals 

surgery, or tests. ( An explanation of the procedures 

C+D+E) 

research, or 

pain, distress, or 

and for which 

producing pain or distress in these animals and the 


surgery but not ye 

use of pain- 
relieving drugs. 

appropnate anesthetic, a 

reasons such drugs were not used must be attached to 



REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY t Attach additional sheets if necessarv or use APHIS Form 7023A \ 


A. B. Number of 

animals being - 
bred. 

Animals Covered conditioned, or 

By The Animal held for use in 

Welfare Regulations t^rhino. 


4. Dogs 


5. Cats 


6. Guinea Pigs 


7, Hamsters 


8. Rabbits 


9. Non-human Primate 


10. Sheep 


11. Pigs 


12. Other Farm Animals 



Marmosets 


Peromyscus Mic 



ASSURANCE STATEMENTS 


1) Professionally acceptable standards governing the care, treatment, and use of animats, including appropriate use of anestetic, analgesic, and tranquillizing drugs, prior to, during, and following 
actual re s ea r ch, teaching, tasting, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the principal 
investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary of all such exceptions Is attached to this annual report In addition to identifying the 
lACUC-approved exceptions, this summary indudes a brief explanation of the exceptions, as well as the spedes and number of animals affected. 

4) The attending veterinarian for this research fadiity has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and 



































This report is required by law (7 USC 2143). Failure to report according to the regulations 
can 

See attached form for 
additional information 


Interagency Report Control N6.: 

UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

1; CERTIFICATE NUMBER: 22-R-0025 

CUSTOMER NUMBER: 1 77 

FORM APPROVED 

OMB NO. 0579-0036 

ANNUAL REPORT OF RESEARCH FACILITY 

( TYPE OR PRINT ) 

Rutgers-State University Of Nj 
Research & Sponsored Programs 
P.O. Box 1059 

Piscataway, NJ 08854 

NOV 29 2002 


Telephone: (908) -932-2880 




3. REPORTING FACILITY ( List all locations where animals were housed or used in actual research, testing, or expenmentation, or held for these purposes. Attach additional sheets if necessary ) 


FACILITY LOCATIONS ( Sites ) - See Atached Listing 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY ( Attach additional sheets if necessary/ or use APHIS Form 7023A \ 


A. B. Number of 

animals being 
bred. 

Animals Covered conditioned, or 

By The Animal held f or use j n 

Welfare Regulations teachma 


B. Number of 

C. Number of 

D. Number of animals 

E. Number of animals upon which teaching. 

F. 

animals being 

animals upon 

upon which 

experiments, research, surgery or tests were 


bred. 

which teaching, 

experiments, teaching, 

conducted involving accompanying pain or distress 

TOTAL NUMBER 
OF ANIMALS 

conditioned, or 

research. 

research, surgery, or - 

to the animals and for which the use of appropnate 

held for use in 

expenments. or 

tests were conducted 

anesthetic, analgesic, or tranquilizing drugs would 

teaching. 

tests were 

involving 

have adversely affected the procedures, results, or 

( COLUMNS 

testing. 

conducted 

accompanying pain or 

interpretation of the teaching, research, experiments. 

! experiments. 

involving no 

distress to the animals 

surgery, or tests. ( An explanation of the procedures 

C + D + E) 

research, or 

pain, distress, or 

and for which 

producing pain or distress in these animals and the 


surgery but not ye 

use of pain- 
reiievtng drugs. 

appropriate anesthetic, a 

reasons such drugs were not used must be attached to 




ASSURANCE STATEMENTS 


1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anestetic, analgesic, and tranquilizing drugs, prior to, during; and following 
actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the principal 
investigator and approved by the Institutional Animal Care and Use Committee (tACUC). A summary of all such exceptions Is attached to this annual report. In addition to identifying the 
lACUC-approved exceptions, this summary indudes a brief explanation of the exceptions, as well as the spedes and number of animals affected. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
( Chief Executive Officer or Legally Responsible Institutional Official ) 



APHIS FORM 7023 
(AUG 91 ) 


(Replaces VS FORM 18-23 (OCT 88). which is obsolete. 















































Rutgers, The State University of New Jersey 


The following sites have been combined into one site: 
Busch Campus 

Nelson Biological Laboratories, D108 
604 Allison Road 
Piscataway, NJ 08854 

Cook Campus 

NJ Agricultural Experimental Station 
PS ARF Complex & Bartlett Hall 
New Brunswick, NJ 08901 

Newark Campus 
Smith & Aidekman Halls 
197 University Avenue 
Newark, NJ 07 102 


The following site has been deleted: 

Camden Campus 
Biology Department 
Building 7002 Science 
Camden, NJ 08 101 




FACILITY LOCATIONS { Sites ) - See Atached Listing 


| REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY I Attach additional sheets if necessary or use APHIS Form 7023A ) 


A. 

Animals Covered 

By The Animal 
Welfare Regulations 

B. Number of 

animals being ' 
bred, 

conditioned, or 
held for use in 
teaching, 
testing, 
expenments, 
research, or 
surgery but not y« 

C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 

conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 

D. Number of animals 
upon which 
experiments, teaching, 
research, surgery, or 
tests were conducted 
involving 

accompanying pain or 
distress to the animals 
and for which 
appropriate anesthetic, a 

E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropnate 
anesthetic, analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, experiments, 
surgery, or tests. ( An explanation of the procedures 
producing pain or distress in these animals and the 
reasons such drugs were not used must be attached to 

F. 

TOTAL NUM8ER 
OF ANIMALS 

( COLUMNS 
C+D+E) 

4. Dogs 

13 

0 

59 

0 

72 

5. Cats 

0 

0 

0 

0 

0 

6. Guinea Pigs 

0 

23 

276 

0 

299 

7. Hamsters 

14 

4 

3 

0 

21 

8. Rabbits 

0 

0 

13 

0 

13 

9. Non-human Primate 

24 

1 

70 

0 

95 

10. Sheep 

0 

0 

0 

0 

0 

11. Pigs 

0 

0 

0 

0 

0 

12. Other Farm Animals 

0 

0 

0 

0 

0 







13. Other Animals 

























| ASSURANCE STATEMENTS 


1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anastatic, analgesic, and tranquilizing drugs, prior to, during, and following 
actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act and it has required that exceptions to the standards and regulations be specified and explained by the principal 
investigator and approved by the Institutional Animal Cara and Use Committee (IACUC). A summary of all such exceptions Is attached to this annual report. In addition to identifying the 
IACUC -approved exceptions, this summary includes a brief explanation of tha exceptions, as well as the species and number of animals affected. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and 

3Y HEADQUARTERS RESEARCH FACILITY OFFICIAL 
> Officer or Legally Responsible Institutional Official ) 



APHIS FORM 7023 
( AUG 91 ) 





























































This report is required by law (7 'JSC 2143). Fai l,,r e tb report according to the regiHatic. , 
can 

See attached form for 
additional information 


Interagency Report Control No.: 

UNITED STATES DEPARTMENT Or AGRK ULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

1. CERTIFICATE NUMBER: 22-R-0028 

CUSTOMER NUMBER: 1 68 

FORM APPROVED 

OMB NO. 0579-0036 

ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 

Somerville, NJ 

Bristol-Myers Squibb Company 
P.O. Box 4000 

Princeton, NJ 08543 

Telephone: (609) -252-4000 

' ^ 0 4 ZOO? 


Attachment A #3 




3. REPORTING FACILITY ( Ust all locations where animals were housed or used in actual research, testing, or expenmentation. or held for these purposes. Attach additional sheets if nece-saryT 


FACILITY LOCATIONS ( S.tu* ) - See Atached Usting 


. :£Pw % .* OF ANIM LS * "D BY OR UNDER CONTROL OF RESEARCH FACILITY I Attach aridlti j.ial sheets If necessarv or use APHIS Form 7023A ) 


Anirrulr Covered 

By Ths Animal 
Welfare Regulations 

. Number of 
animals being - 
ured. 

conditioned, or 
held for use in 
teaching, 
testing, 
expen men ts. 
research, or 
surgery but not y« 

C. Number of 
animals upon 
which teaching, 
research, 
expen merits, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 

D. Number of amrr Is 
upon which 

expenments. t^a-hing, 
research, surgery, o 
tests were conducted 
involving 

accompanying pain or 
distress to the animals 
and for which 
appropriate anesthetic, a 

E. Number of animals upon which teaching, 
expenrrcnts. reseat’, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals ar.d for which the use of appropnate 
anesthetic, anrigesic, or tranquiliring drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, expenments, 
vjrgery, or tests. { An explanation of the procedures 
prod /ang pain or dirtress in these animals and the 
re- sens such drugs were not used must be attached to 

F. 

TOTAL NUMBER 
OF ANIMALS 

( COLUMNS 
C+D+E) 

4. Dogs 






5. Cats 






6. Guinea Pigs 






7. Hamsters 






8. Rabbits 






9. Non-human Primate 

150 


‘ 



10. Sheep 






11. Pigs 




' 


12. Other Farm Animals 









f. 



13. Other Animals 


... 1 . 






• v 






, 











| ASSURANCE STATEMENTS 


1 ) Professionally accep t able standards governing the care, treatment, and usa of animals, including appropriate use of aneatetic, analgetic, and truiquilizing drv»;c, poor to, during, and following 
actual research, teaching, testing, sugary, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the principal 
investigator and approved by the Institutional Animal Cars and Usa Committee (IACUC). A summary of all such exceptions la attached to this a mitt? > sport. In addition to identifying the 
LACUC-approved exceptions, this summary indudes a brief explanation of the exceptions, as well as the spedes and number of animals affected 


4) The attending veterinarian for this research facility has appropriate authority to ensure the provision o' adequate veterinary care and to oversee tna adequacy or ottiei <*peds of animal care and 





\C 6 . 2002 ‘ * : 05AM 609 3 * 3 367: 

Th:*£et(eiCs..'.Xysas »V I»w (7 use 71*3). Failure to raeort aoayoing to We -eouiailopa 
cap 


wNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


\C. 37- 


3m attached term for 
odolUonai information 


1. CERTIFICATE NUMBER: 22-R-0028 
CUSTOMER NUMBER: 1 63 


Irtca^ency Report Control No.: 


S CRM APPROVED 
OMB NO, 0573^038 


ANNUAL REPORT OF RESEARCH FACILITY 

( TYPE OR PRINT ) 

Hopewell (Pennington) NJ 


Bristol-Myers Squibb Company 
P.O, Box 4000 
Princeton, NJ 08543 

Telephone: (609) -252-4000 


Me 


Attachment A #4 


3. reporting Facility ( List all locations Mtiere animals wore housed or used m aauai research. testing, or exoerimenutien, or ndd for those ourposas. Attach scdlUonal sheets if necaaaa/y j 


FACILITY LOCATIONS ( Sum ) • Sec Attchad listing 


REPORT OF AflMALS USEO BY OR UNDER CONTROL OF RESEARCH FACILITY f Attach additional sheets If necedaarv or use APHIS Form 7023A \ 


A. 

B. Number of 
animals being 

C. Numcer of 
pnimais upon 

0, Number of animals 
upon which 

E. Number c* animais upon which teaching, 
experiment*, research, surgery or tests were 

F. 

• 

ores. 

which teaching, 

gxpanments. ^aching, 

csriductea involving accompanying gam «r distress 

TOTAL NUMBER 

Animsis Covered 

conditioned* or 

research, 

research, surgery, er 

to me 9nlmai8 and forwniei the use of aecropnate 

OF ANIMALS 

Sy The Animal 

neid for use »rt 

experiment, or 

tests ware conduc.ao 

cnesthetie, anaigepe. or tranouillang drugs would 

Welfare Regulation* 

teaching, 

testing. 

tests wars 
conducted 

involving 

accompanying pain or 

have adversely affected the procedures, results, or 
interpretation of the leaching, research, expen men a, 

( COLUMNS 


experiments, 
research, or 
surgery out not y« 

involving no 
pam. distress, or 
use of pain* 
relieving drugs. 

1 distress to tna animals 

| ana for which 

appropriate anasthatlc. a 

surgery, or tests. ( An explanation oftha procedures 
produang pain or dislreu in these animals snd ihe 
reasons such drugs «are not used must Pa attached to 

CtO+E) 


4 Dogs 


5. Cats N/A 


s. Guinea Pigs 


, 7. Hamsters 


9. Rabbits 


9. Ncn-bumari Primate 


10. Shnp N/A 


11. P«* n/A 


12. OUier Farm Animals 


N/A 


13. Other Animate 


' Xenopus 




1551 i 

33 

204 


22 

■ 325 

1 

! 23 



1584 


204 


347 


23 




\) PrcrtM^nauy acceptable standards governin g ma can. treatment, and uaa gf snimalt, inducing appropriate use of anastatic. analgesic, and trenqmifcing drugs, prior to, during, and following 
Rduel meaoreft, teaching, lading, surgery, or eoarimanurton wen f o l t o wa by as# rea eard i rectify. 

2} Each pflnapti Investigator has considered anamattrea to poinfUJ procedures. 

3) This tedtity it adhering ta T» standard! vd regulations undar tna aa and it has required that e x c e p ti on* to tna stand artia and regulations be ipaoM and explained by tha principal 
invaxtQanr ana approved oy tna instiBJbonai ammai cars and Usa CommiHea (IACUCL A summary of ail such exceptions la sitae had to tms annual report, in addition ta identifying rm 
lACUC-oporoved attritions, this summary Indudas a brief asplaruslen tha exception!, as wad u me specie# snd number of animals affect e d. 

4) The sdendlng veterinarian for Ms research rectify haa appropriate authority to arsura tha provision of adequate vetarinary cam and to oversee me adequacy of other upas of animal cars and 


3Y HEAOQUARTERS RESEARCH FACILITY OFFICIAL 

> Offtetr or Legally Responsible Institution* Official ) 


SIGNATURE OF C.S.Q. I mamp a titi Borcro or iisTmmfliUL orar-ixi r tvm a* p*m I DATE SI 


I DATE SIGNS 


mi 




APHIS FORM 7023 
( AUG 91 ) 
































This report is required by taw (7 USC 2143). Failure to report according to the regulations can 
result in an order to cease and desist and to be subject to penalties as provided for in Section 2150 


See reverse side for 
additional information. 


Interagency Report Control No 
01 80-00 A-AN 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 


1. REGISTRATION NO. CUSTOMER NO. 

22-R-0031 179 


FORM APPROVED 
OMB NO 0579-0036 


2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USOA, 
indude Zip Code) 

NEWARK BETH ISRAEL MEDICAL CENTER 
201 LYONS AVENUE 
NEWARK, NJ 07112 


3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes. Attach additional 
sheets if necessary ) 



FACILITY LOCATIONS (sites) 


NEWARK BETH ISRAEL MED CTR 
NEWARK, NJ 07112 


REPORT OF ANIMALS USED BY OR UNOER CONTROL OF RESEARCH FACILITY (Attach additions I sheets if necessary or use APHIS FORM 7023A ) 


Animals Covered 
By The Animal 
Welfare Regulations 


B. Number of 
animals being 
bred, 

conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 


C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 


D. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 


E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic, analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures producing pain or distress m these 
animals and the reasons such drugs were not used 
must be attached to this report) 


TOTAL NO. 
OF ANIMALS 

(Cols. C ♦ 

D ♦ E) 




ASSURANCE STATEMENTS 


1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing drugs, prior to, dunng. 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
pnndpal investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A summary of all the exceptions is attached to this annual report. In 
addition to identifying the lACUC-approved exceptions, this summary indudes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4) The attending vetennanan for this research faality has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 


SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL [NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) DATE SIGNED 


APHIS FORM 7023 
(AUG 91) 


(Replaces VS FORM 18-23 (Oct 88), which is obsolete 


11/26/2002 


PART 1 - HEADQUARTERS 
































This report is required by law (7 USC 2143). Failure to report according to the regulations 
can 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


See attached form for 
additional information 


Interagency Report Control No.: 


1. CERTIFICATE NUMBER: 

22-R-0034 

CUSTOMER NUMBER: 

727 



ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 


Nextran Company 
303-B College Road East 
Princeton, NJ 08540 

Telephone: (609) -243-0009 


3. REPORTING FACILITY { List ail locations where animals were housed or used in actual research, testing, or experimentation, or held for these purposes. Attach additional sheets if necessary ) 


FACILITY LOCATIONS ( Sites ) • See Atached Listing 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY f Attach additional sheets if necessarv or use APHIS Form 7023A > 


A. B. Number of 

animals being' 
bred. 

Animals Covered conditioned, or 

By The Animal held for use in 

Welfare Regulations teach.no 


B. Number of 

C. Number of 

D. Number of animals 

E. Number of animals upon which teaching. 

F. 

animals being' 

animals upon 

upon which 

experiments, research, surgery or tests were 


bred. 

which teaching. 

experiments, teaching, 

conducted involving accompanying pain or distress 

TOTAL NUMBER 

conditioned, or 

research, 

research, surgery, or 

to the animals and for which the use of appropriate 

OF ANIMALS 

held for use in 

experiments, or 

tests were conducted 

anesthetic, analgesic, or tranquilizing drugs would 

teaching, 

tests were 

involving 

have adversely affected the procedures, results, or 

/ mi i iMNC 

testing. 

conducted 

accompanying pain or 

interpretation of the teaching, research, experiments, 

L vAJLUMhlO 

experiments, 

involving no 

distress to the animals 

surgery, or tests. ( An explanation of the procedures 

C+D+E) 

research, or 

pain, distress, or 

and for which 

producing pain or distress in these animals and the 


surgery but not y« 

use of pain- 

appropnate anesthetic, a 

reasons such drugs were not used must be attached to 



relieving drugs. 






4. Dogs 


5. Cats 


6. Guinea Pigs 


7. Hamsters 


8. Rabbits 


9. Non-human Primate 


10. Sheep 


11. Pigs 


12. Other Farm Animals 


1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anastatic, analgesic, and tranquilizing drugs, prior to, during, and following 
actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the principal 
investigator and approved by the Institutional Animal Care and Use Committee (1ACUC). A summary of all such exceptions Is attached to this annual report In addition to identifying the 
LAC UC -approved exceptions, thts summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
( Chief Executive Officer or Legally Responsible Institutional Official ) 


IGNAT (NAMES TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print (DATE SI 


DATE SIGNED 

'ol/jJoA 


APHIS Ft 
{ AU 


8). which is obsolete. 

























APHIS Form 7023 Site List 


The following sites have been reported by the facility. 


Registration Number: 22-R-0034 

Customer Number 727 

Facility: NEXTRAN COMPANY 

303-B COLLEGE ROAD EAST 
PRINCETON, NJ 08540 
(609) 243-0009 


NEXTRAN COMPANY 
901 CARPENTER RD. 

ALBANY, OH 45710 

ROCHESTER SWINE FACILITY 
3400 22NDSTNW - 
ROCHESTER, MN 55901 


DEG 0 9 2002 

This report is required by law (7 USC 2143). Failure to report according to the regulations See attached form for Interagency Report Control No.; 

can * additional information 


UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

1. CERTIFICATE NUMBER: 22-R-0037 

CUSTOMER NUMBER: 752 

FORM APPROVED 

OMB NO. 0579-0036 

ANNUAL REPORT OF RESEARCH FACILITY 

( TYPE OR PRINT ) 

Rider University 

2083 Lawrenceville Road 

Lawrenceville, NJ 08648 

Telephone: (609) -896-5010 

3. REPORTING FACILITY ( List all locations where animals were housed or used in actual research, testing, or experimentation, or held for these purposes. Attach additional sheets If necessary ) | 


facility locations Science & Technology Center - Room S-1 51 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY I Attach additional ahaats If nacaaaarv or usa APHIS Form 7023A I 


C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
Involving no 
pain, distress, or 
use of pam- 
relieving drugs. 




1} Profaaaionalty acceptable standards governing the care, treatment and uae of animals, including appropriate usa of anastatic, analgesic; and trmqullWng drugs, prior to, during, and following 
actual research, teaching, tatting, surgery, or ejqperimentation ware followed by this research facility. 


2) Each principal investigator has considered alternatives to painhi procedures. 

3) This facility Is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regul a tions be specified and explained by the principal 
investigator end approved by the institutional Animal Care and Use Committee (1ACUC). A summary of all such exceptions la attached to this annual report In addition to identifying the 
lACUC-epproved exceptions, this summary Indudes a brief explanation of the exceptions, aa wen as the spedes and number erf animals affected. 

4) The attending veterinarian for this research facility has appropriate authority to ensue the provision of adequate veterinary care and to averse# the adequacy of other aspects of animal care and 


A. B. Numberof 

animals being 
bred. 

Animals Covered conditioned, or 

By The Animal held for use in 

Welfare Regulations teaching. 

testing, 
experiments, 
research, or 
surgery but not ye 


D. Number of animals 
upon which 
experiments, teaching, 
research, surgery, or 
tests were conducted 
involving 

accompanying pain or 
distress to the animals 
and for which 
appropriate anesthetic, a 


E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the usa of appropriate 
anesthetic, analgesic, or tranquiltong drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, researen. expenments. 
surgery, or tests. ( An explanation of the procedures 
producing pain or distress in these animals and the 
reasons such drugs were not used must be attached to 


TOTAL NUMBER 
OF ANIMALS 

( COLUMNS 
C + D + E) 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
( Chief Executive Officer or Legally Responsible Institutions! Official ) 






























This report is required by law {7 USC 2143). Failure to report according to the regulations 
can 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


ANNUAL REPORT OF RESEARCH FACILITY 

( TYPE OR PRINT ) 


MC 0 2 2002 $ ee attached form f ° r 

additional information 


1. CERTIFICATE NUMBER: 22-R-0038 
CUSTOMER NUMBER: 677 


Bracco Research Usa, Inc. 
305 College Road East 
Princeton, NJ 08540 

Telephone: (609) -514-2437 


Interagency Report Contro 



3. REPORTING FACILITY ( List all locations where antmals were housed or used in actual research, testing, or experimentation, or held for these purposes. Attach additional sheets if necessary ) 


Bracco Research USA facility locations! site* j- see Ataehed usting aHovG footiei* 

n n r _ i i n j r- ' _ _ t-i * j t nn r / a 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY t Attach additional sheets if necessarv or use APHIS Form 7023A \ 


A. 

B. Number of _ 

C. Number of 

D. Number of antmals 

E. Number of animals upon which teaching. 

F. 

Animals Covered 

By The Animal 
Welfare Regulations 

animals being 
bred, 

conditioned, or 
held for use in 
teaching, 
testing, 
experiments, 
research, or 
surgery but not ye 

animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 

upon which 
experiments, teaching, 
research, surgery, or 
tests were conducted 
involving 

accompanying pain or 
distress to the animals 
and for which 
appropriate anesthetic, a 

experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic, analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, experiments, 
surgery, or tests. ( An explanation of the procedures 
producing pain or distress in these animals and the 
reasons such drugs were not used must be attached to 

TOTAL NUMBER 

OF ANIMALS 

( COLUMNS 
C+D+E) 



4. Dogs 


5. Cats 


6. Guinea Pigs 


7. Hamsters 


8. Rabbits 


9. Non-human Primate 


10. Sheep 


11. Pigs 


12. Other Farm Animals 


1 ) Professionally acceptable standards governing the care, treatment, and use of antmals, including appropriate use of anestetic, analgesic, and tranquilizing drugs, prior to, during, and following 
actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act and it has required that exceptions to the standards and regulations be specified and explained by the principal 
investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A summary of ail such exceptions Is attached to this annual report In addition to identifying the 
IACUC -approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
' C tecutive Officer or Legally Responsible Institutional Official ) 


| NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL ( Type or Print 


DATE SIGNED 


(AUG 91 ) 


s obsolete. 












































REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY ( Attach additional sheets if necessan/ or use APHIS Form 7023A \ 


A. B. Number of 

animals being 
bred, 

Animals Covered conditioned, or 

By The Animal held for use in 

Welfare Regulations teachina. 


B. Number of 

C. Number of 

D. Number of animals 

E. Number of animals upon which teaching. 

F. 

animals being 

animals upon 

upon which 

experiments, research, surgery or tests were 


bred, 

which teaching, 

expenments, teaching. 

conducted involving accompanying pain or distress 

TOTAL NUMBER 

OF ANIMALS 

conditioned, or 

research. 

research, surgery, or 

to the animals and for which the use of appropnate 

held for use in 

experiments, or 

tests were conducted 

anesthetic, analgesic, or tranquiiizing drugs would 

teaching, 

tests were 

involving 

have adversely affected the procedures, results, or 

( COLUMNS 

testing. 

conducted 

accompanying pain or 

interpretation of the teaching, research, experiments. 

expenmen ts. 

involving no 

distress to the animals 

surgery, or tests. ( An explanation of the procedures 

C+D+E) 

research, or 

pain, distress, or 

and for which 

producing pain or distress in these animals and the 


surgery but not ye 

use of pain- 
relieving drugs. 

appropriate anesthetic, a 

reasons such drugs were not used must be attached to 




6. Guinea Pigs 


7. Hamsters 


9. Non-human Primate 


12. Other Farm Animals 


Goats 


13. Other Animals 


208 

218 

0 

426 



16 

0 

0 

16 



1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anestetic, analgesic, and tranqm'lizing drugs, prior to, during, and following 
actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the principal 
investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A summary of all such exceptions Is attached to this annual report In addition to identifying the 
lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
/ ^■ficer or Legally Responsible Institutional Official ) 


I NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL ( TVoe or Pnnt I DATE SIGNED 


API 

































APHIS Form 7023 Site List 



The following sites have been reported by the facility: 


Registration Number: 22-R-0064 

Customer Number: 182 

Facility: Ortho-Clinical Diagnostics, Inc. 

Regulatory Affairs 
1001 U.S. Highway 202 
Raritan, NJ 08869 
(908) 218-8177 


Ortho-Clinical Diagnostics, Inc. 

Building K 

1001 US Highway 202 
Raritan, NJ 08869 

Sterlingbrook Equine Trauma Center 
City Route 513 Box 344 
Pittstown, NJ 08867 

Robert Wood Johnson-Pharmaceutical Research Institute 
Farming Complex (RWJ-PRI) 

County Highway 513 
Pittstown, NJ 08867 


This report is required by taw (7 USC 2143) Failure to report according to the regulations can 
result in an order to cease and desist and to be subject to penalties as provided for in Section 2150 


See reverse side for 
additional information. 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


1. REGISTRATION NO. 

22-R-0065 


CUSTOMER NO. 

183 


Interagency Report Control 1 
0180-DOA-AN 


FORM APPROVED 
OM8 NO 0579-0036 


itrol f o 


ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 


2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered -I, It) USDA, 
indude Zip Code) 

WILLIAM PATERSON UNIVERSITY OF NEW JERSEY 
300 POMPTON ROAD 
WAYNE, NJ 07470 
(973) 720-2480 


3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes. Attach additional 

sheets if necessary ) _ _ 


FACILITY LOCATtONSfs/tes/ 



See Attached Listing 

/cuvcc M4U ^odAt-f 2 o C <■ l 0 8 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS FORM 7023A ) 


Animals Covered 
By The Animal 
Welfare Regulations 


B, Number of 
animals being 
bred, 

conditioned, or 
held For use in 
teaching, testing, 
expenments. 
research, or 
surgery but not 
yet used for such 
purposes. 


C. Number of 
animals upon 
which teaching, 
research, 
expenments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 


Number of animals upon 
which expenments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 


E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animats and for which the use of appropriate 
anesthetic, analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, 
expenments, surgery, or tests. (An explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report) 


TOTAL NO 
OF ANIMALS 

(Cols. C + 

D + E) 




ASSURANCE STATEMENTS 


1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic analgesic, and tranquilizing drugs, prior to, during, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A summary of all the exceptions is attached to this annual report In 
addition to identifying the lACUC-approved exceptions, this summary indudes a brief explanation of the exceptions, as well as the species and number at animals affected 

4) The attending veterinarian for this research facility has appropriate authonty to ensure the provision of adequate veterinary care and to oversee the adequacy of other 

aspects of animal care and use 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true, correct and complete (7 U.S.C. Section 2143) ___ 



SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL 


(AUG 91) 


I NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 


DATE SIGNED 


/O VO x. 


EADQUARTERS 




























This repo f .i required oy law (7 USC 2143). Failure to report according to the regulations 
can 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


ANNUAL REPORT OF RESEARCH FACILITY 

( TYPE OR PRINT ) 


See attached form for 
additional information 


Ok*-'' 

art Control No. 



Interagency Report iontrol No 


FORM APPROVED 
OMB NO. 0579-0036 


University Of Medicine & Dentistry Of Nj 
Robert W. Johnson Med. School 
675 Hoes Lane 
Piscataway, NJ 08854 

Telephone: (732) 235-4570 


3. REPORTING FACILITY { List all locations where animals were housed or used in actual research, testing, or expenmentation, or held for these purposes. Attach additional sheets if necessary ) 


FACILITY LOCATIONS ( Sites ) - See Atached Usting 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY < Attach additional sheets if necessaiv or use APHIS Form 7023A ) 


A. B. Number of 

animals being 
bred. 

Animals Covered conditioned, or 

By The Animal held for use in 

Welfare Regulations teachmo. 


B. Number of 

C. Number of 

D. Number of animals 

E. Number of animals upon which teaching. 

F. 

animals being 

animals upon 

upon which 

experiments, research, surgery or tests were 


bred. 

which teaching. 

experiments, teaching. 

conducted involving accompanying pain or distress 

TOTAL number 

conditioned, or 

research. 

research, surgery, or 

to the animals and for which the use of appropnate 

OF ANIMALS 

held for use in 

experiments, or 

tests were conducted 

anesthetic, analgesic, or tranquiiizing drugs would 

teaching. 

tests were 

involving 

have adversely affected the procedures, results, or 

( COLUMNS 

testing. 

conducted 

accompanying pain or 

interpretation of the teaching, research, expenments. 

experiments, 

involving no 

distress to the animals 

surgery, or tests. { An explanation of the procedures 

C+D+E) 

research, or 

pain, distress, or 

and for which 

producing pain or distress in these animals and the 


surgery but not ye 

use of pain- 
relieving drugs. 

appropriate anesthetic, a 

reasons such drugs were not used must be attached to 




4. Dogs 


5. Cals 


6. Guinea Pigs 


7. Ha» .isters 


8. Rabbits 


9. Non-human Primate 


10. Sheep 


1 1 . Pigs 


12. Other Farm Animals 


1) Professionally acceptable standards governing the cars, treatment, and use of animals, including appropriate use of anastatic, analgesic, and tranquiiizing drugs, prior to, during, and following 
actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act and it has required that exceptions to the standards and regulations be specified and explained by the principal 
investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A summary of all such exceptions is attached to this annual report. In addition to identifying the 
lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well a3 the species and number of animals affected. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
( Chief Executive Officer or Legally Responsible Institutional Official ) 


<ur:wAT! IRE np r.pn no lNSTIT! JTJnNAi nFFiriAl I NAME A TITLE OE C.E.O OR INSTITUTIONAL OFFICIAL ( Tvoe or Print I DATE SI 


DATE SIGNED 


{ AUG 91 ) 









































APHIS Form 7023 Site List 


The following sites have been reported by the facility. 


Registration Number: 22-R-0066 
Customer Number: 1 84 

Facility: University of Medicine & Dentistry of New Jersey 

675 Hoes Lane 
Piscataway, NJ 08854 
(732) 235-4570 


Vivarium 

Education and Research Building 
401 Haddon Avenue 
Camden, NJ 08 1 03 

UMDNJ-Robert Wood Johnson Medical School 
Medical Education Building 
One Robert Wood Johnson Place 
New Brunswick, NJ 08901 

UMDNJ-Robert Wood Johnson Medical School 
Basic Science Building, RB01 
675 Hoes Lane 
Piscataway, NJ 08854 

Barton's West End Facilities 



161 Jane's Chapel Road 
Oxford, NJ 07863 






TTits reogrt s required "y ipw (7 JSC 2U3). ranurq ;c rec cr, 2 czzrz.r>q \q :ne reguiaticrc can 
reiuii .ft or. orbsr to caaae and cmis; anc to ce subject :o penalises Ji prpvicec for .h Sacs on 215C. 


See reverse 3iCe ‘tr 
cCazcnat r, formation 


'ntsragency ~eocr. Cortrc; 'lc 
aiac.CCA-A,N 


UNITED STATES OSPAflTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


V registration sc. 
22-R-0075 


CUSTOMER NO. 
188 



ANNUAL REPORT OF RESEARCH FACILITY 

( TYPE OR PRINT) 


2. HEADQUARTERS RESEARCH FACILITY frame ant Accms. is rsffisfarw «*h ’JSC A. 
rtc/uco Ha Cod 9) 

GIBRALTAR LABORATORIES. INC 
122 FAIRFIELD ROAD 
-AIRFIELD, NJ Q70Q4 
(5731 227-Q882 


3 . reporting FACJUTY tust ail locations where animals were housed cr used »n ocaiai research. teeing, caching. cr extaenrrer.iation, v neid for theso purposes. Aoacn oatsngrai 
onsets if necessary.) 



FACILITY LOCATIONS/ 


See Attacnea listing 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACJUTY (Ahsch additional sheets if necessary cr use APHIS FCfihA 70Z7A ) 


Am m3 15 Covered 

8y The Animal 

•Ware Regulations 


8L Number or 
animals bong 
biro, 

conditioned, zr 
new for uso in 
iflacning. testing, 
exoenment*. 

-rescoren, or 
surgery but no: 
yet used for such 
purposes. 


C. Number ot 
animats upon 
which teaching, 
research, 
experiments. or 
tests were 
conducted 
involving no 
pam. distress, or 
use of cam- 
relieving drugs. 


Number of animals upon 
'Aiticn exoortrrents. 
teaching. researen. 
surgery, or feats weie 
conducted involving 
accompanying pain cr 
distress to me animats 
and forwrten aopreprtale 
anesthetic, analgesic, or 
tranquiiixing drugs 'were 
used. 


1 E. iNurrser of animals uoon wnten tesening. 
sscormsrts. research, surgery or tas3 were 
conducted involving accompanying pain cr diSL'ess 
to :ne ammais ane for whten Tie use or opprognaie 
or od'.^etrc. analgesic, zr trpnauil.zing drugs would 
nave i!Qver;a;y affected the procedures. results. or 
irteroretavor. of the teaching, research, 
experiments, surgery, or tests. (An ejrpijnjron of 
the cidcecures produanc natn or distress in those 
an .mass 3rd me 'sazans ouch drugs were not used 
mux: -q srraChfid to fh.-s resort) 


TCTAL NO. 
Zf ANIMALS 


(Cels. C ♦ 
0*6) 



ASSURANCE statements 


1) Pntfeasianarty acceptable standards governing rhe care. treatment. and use of animals, maudiflg appropriate use of anesthetic ara.cesic and trarow«2ino drucs. chor *o dunre 
and following actual research, teaching, testing, surgery, or experimentation were fuK owed by this rssesren facility. 

2) Eacn eshnopai nvesBcatef has conswareo aitemabves to psinfui pracaoi/ea. 

3| Th,s (acuity ,i adftwina to a* samaras ana regulations uraer in* Ac. am ,t has recutfetl that eaeacucm to in* siancarej ire .-eguiaoona w seedfieC ant attained Spy j>« 
25?!“ V* U,a, ' uUonal Car* am Use Commute* (IACUC). A summary of all the .ae.oiion. I. asaenad to M. annual mpo*. t« 
aeopuon ro icen-fymg -He lACUC-aeeraves ewacuans. Ws summary niduses a lanef eiotanaUen of m. aaeeotierts. aa wen as the assces anc numeer a t animals altectea. 

4 ’ a»«tarfXS^TiSa f Sr S **’''*' fa<ai,V *** Meroan8,e 3U,wi ' v 10 * n,ur * ** 3n3vl ‘ ,cn <* '•••maty am ane rj M-m me aeeeuaey c( ether 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICtAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

- ■ I certify IP»3t the above id Vue. co/rser. and enmolete r7l 1 S r. <?as^*,r«.n “5 1 a*i\ 



A PHI! 

(AU(J 31) 


DAI 

:e signed 

,,'i 

'n'hj 


1 - HEADQUARTERS 


























This report is required by law (7 USC 2143). Failure to report according to the regulations 
can 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


ANNUAL REPORT OF RESEARCH 

( TYPE OR PRINT ) 


OCT 07 M2 

RCH FACILITY 


See attached form for 
additional information 


1. CERTIFICATE NUMBER: 22-R-0076 
CUSTOMER NUMBER: 1 89 


Camden County College 
P.O. Box 200 
College Drive 
Blackwood, NJ 08012 

Telephone: (609) -227-7200 


Interagency Report Control No.: 



3. REPORTING FACILITY { List all locations where animals were housed or used in actual research, testing, or experimentation, or held for these purposes. Attach additional sheets if necessary ) 


FACILITY LOCATIONS ( Sites ) * See Atached Listing 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY ( Attach additional sheets if necessarv or use APHIS Form 7023A \ 


A. B. Number of 

animate being 
bred. 

Animals Covered conditioned, or 

By The Animal held for use in 

Welfare Regulations teach.ng, 

testing, 
experiments, 
research, or 
surgery but not y€ 


4. Dogs 


5. Cats 


6. Guinea Pigs 


7. Hamsters 


8. Rabbits 


9. Non-human Primate 


10. Sheep 


11. Pigs 


12. Other Farm Animals 


13. Other Animals 


C. Number of 
aniiriais upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
reiieving drugs. 

D. Number of animats 
upon which 

experiments, teaching, 
research, surgery, or 
tests were conducted 
involving 

accompanying pain or 
distress to the animals 
and for which 
appropriate anesthetic, a 

E. Number of animals upon which teaching, 
expenments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropnate 
anesthetic, analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, experiments, 
surgery, or tests. { An explanation of the procedures 
producing pain or distress in these animals and the 
reasons such drugs were not used must be attached to 

F. 

total number 

OF ANIMALS 

( COLUMNS 
C+D+E) 

O 

o 

O 

o 

0 

o 

o 

o 

o 

10 

o 

10 

o 

o 

o 

o 

o 

lo 

o 

10 

o 

o 

o 

o 

0 

0 

o 

o 

o 

o 

o 

o 

O 

o 

o 

o 


o 

o 

o 

o 



1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anestetic, analgesic, and tranquilizing drugs, prior to, during, and following 
actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the principal 
investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A summary of all such exceptions Is attached to this annual report. In addition to identifying the 
IACUC -approved exceptions, this summary indudes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and 








































This report is required by law (7 USC 2143). Failure to report according to the regulations 
can 


NOV 1 8 2002 


See attached form for 
additional information 


Interagency Report Control No.: 


UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

1. CERTIFICATE NUMBER: 22-R-0086 

CUSTOMER NUMBER: 191 

FORM APPROVED 

OMB NO. 0579-0036 v 

- 

1 \ \ 

ANNUAL REPORT OF RESEARCH FACILITY 

( TYPE OR PRINT ) 

Nabisco, Inc. 

161 Sanitarium Road 

Sherburne, NY 13460 



Telephone: (607) -674-9414 



3. REPORTING FACILITY ( List all locations where animals were housed or used in actual research, testing, or experimentation, or held for these purposes. Attach additional sheets if necessary ) 


FACILITY LOCATIONS ( Sites ) - See Atached Listing 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY f Attach additional sheets if necessarv or use APHIS Form 7023A \ 


A. B. Number of 

animals being 
bred. 

Animals Covered conditioned, or 

By The Animal held for use in 

Welfare Regulations teaching 


Number of 

C. Number of 

D. Number of animals 

E. Number of animals upon which teaching. 

F. 

animals being 

animals upon 

upon which 

experiments, research, surgery or tests were 


bred. 

which teaching. 

experiments, teaching. 

conducted involving accompanying pain or distress 

TOTAL NUMBER 

conditioned, or 

research. 

research, surgery, or 

to the animals and for which the use of appropnate 

OF ANIMALS 

held for use in 

expenments, or 

tests were conducted 

anesthetic, analgesic, or tranquilizing drugs would 

teaching. 

tests were 

involving 

have adversely affected the procedures, results, or 

( COLUMNS 

testing. 

conducted 

accompanying pain or 

interpretation of the teaching, research, experiments. 

expenments, 

involving no 

distress to the animals 

surgery, or tests. ( An explanation of the procedures 

C+D+E) 

research, or 

pain, distress, or 

and for which 

producing pain or distress in these animals and the 


surgery but not y€ 

use of pain- 
relieving drugs. 

appropriate anesthetic, a 

reasons such drugs were not used must be attached to 




1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anestetic, analgesic, and tranquillizing drugs, prior to, during, and following 
actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the principal 
investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A summary of all such exceptions is attached to this annual report. In addition to identifying the 
lACUC-ap proved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
( Chief Executive Officer or Legally Responsible Institutional Official ) 


4AL OFFICIAL 


I MAMP A TFTI C HC CCA no IK»«T1TI ITIOKJ Al OCPIP IA1 t TVn» nr Print 


lOATE SIGNED 

W 


FORM 18*23 (OCT 88), which is obsolete. 





















FACILITY LOCATIONS ( Sites ) - See Atached Listing 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY ( Attach additional sheets if necessarv or use APHIS Form 7023A \ 


A. 

Animals Covered 

By The Animal 
Welfare Regulations 

B. Number of 
animals being 
bred, 

conditioned, or 
held for use in 
teaching, 
testing, 
expenments, 
research, or 
surgery but not ye 

C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 

D. Number of animals 
upon wmch 
experiments, teaching, 
research, surgery, or 
tests were conducted 
involving 

accompanying pain or 
distress to the animals 
and for which 
appropriate anesthetic, a 

E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropnate 
anesthetic, analgesic, or tranquiiizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, expenments. 
surgery, or tests. ( An explanation of the procedures 
producing pain or distress in these animals and the 
reasons such drugs were not used must be attached to 

F. 

TOTAL NUMBER 
OF ANIMALS 

( COLUMNS 
C+D+E) 

4. Dogs 

O 

> 

j 

0 

0 

5. Cats 

o 

l.' 


O 

c 

6. Guinea Pigs 

c 

D 

O 

t 

0 

7. Ham-.ters 

c 

o 

o 

0 

o 

8. Rabbits 

c 

O 

0 

O 

0 

9. Non-human Primate 

0 

0 

Q 

o 

o 

10. Sheep 

c 

c 

o 

c 

c 

11. Pigs 

c 

c 


G 

3 

12. Other Farm Animals 

V . 

<9 

o 

6 

o 







13. Other Animals 

C 

o 

o 


O 




















| ASSURANCE STATEMENTS 


1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anestetic, analgesic, and tranquiiizing drugs, prior to, during, and following 
actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the principal 
investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A summary of all such exceptions Is attached to this annual report. In addition to identifying the 
LAC UC -approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 


4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and 



(AUG 91 ) 













































This report is required by law (7 USC 21 43). Failure to report according to the regulations 
can 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


ANNUAL REPORT OF RESEARCH FACILITY 

( TYPE OR PRINT ) 


NOV 29 2002 


See attached form for 
additional information 


Interagency Report Control No.: 



Center For Molecular Med & Immunology 
520 Bellville Ave 
Belleville, NJ 07109 

Telephone: (973) -844-7000 


2. REPORTING FACILITY { List all locations where animals were housed or used in actual research, testing, or expenmentation, or held for these purposes. Attach additional sheets if necessary ) 


FACILITY LOCATIONS { Sites ) - See Atached Listing 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY / Attach additional sheets if necessarv or use APHIS Form 7023A 1 


A. B. Number of 


Animals Covered 
By The Animal 
Welfare Regulations 


4. Dogs 


5. Cats 


6. Guinea Pigs 


7. Hamsters 


8. Rabbits 


9. Non-human Primate 


10. Sheep 


11. Pigs 


12. Other Farm Animals 


13. Other Animals 


B. Number of 

C. Number of 

D. Number of animals 

E. Number of animals upon which teaching. 

F. 

animals bang . 

animals upon 

upon which 

expenments. research, surgery or tests were 


bred, 

which teaching, 

experiments, teaching. 

conducted involving accompanying pain or distress 

TOTAL NUMBER 

conditioned, or 

research, 

research, surgery, or 

to the animals and for which the use of appropriate 


held for use in 

experiments, or 

tests were conducted 

anesthetic, analgesic, or tranquiiizing drugs would 

Ur f^PvilVI/^Ww 

teaching. 

tests were 

involving 

have adversely affected the procedures, results, or 

/ mi i imkiq 

testing. 

conducted 

accompanying pain or 

interpretation of the teaching, research, expenments. 

\ IrULUMNO 

experiments, 

involving no 

distress to the animals 

surgery, or tests. ( An explanation of the procedures 

C + D + E ) 

research, or 

pain, distress, or 

and for which 

producing pain or distress in these animals and the 


surgery but not ye 

use of pain- 

appropriate anesthetic, a 

reasons such drugs were not used must be attached to 



relieving drugs. 







193 

6865 


22 


.7058 


22 



ASSURANCE STATEMENTS 


1 ) Professionally acceptable standards governing the care, treatment and use of animals, including appropriate use of anastatic, analgesic, and tranquiiizing drugs, prior to, during, and following 
actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painfui procedures. 

3) This facility is adhering to the standards and regulations under the Act and it has required that exceptions to the standards and regulations be specified and explained by the principal 
investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A summary of all such exceptions Is attached to this annual report. In addition to identifying the 
LACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
( Chief Executive Officer or Legally Responsible Institutional Official ) 


SIGNATURE OF C.E/' Aoiwermmn juai nc ci/'iaj 


I mamc sl Tin cnrrcn no iwcnn iTinwAi nccirtAi ( Tun* nr Print 


DATE SIGNED 

Ll/25/02 


APHIS FORM 7023 
( AUG 91 ) 


(Nepiaces vs fukm (uui as). wrucn is oosoteie. 






























DEC- 12-2002 13=35 


USDfi fiFHIS AC 


919 716 5696 P. 04/07 


This report * required By Law |7 U$C 21-43) Failure to report occcrdmq 10 the <wguladon* een 
revju *n an order to ceeso ar>0 00**1 end \q oe mbpsa to penalties o* provxjed ha r <n S*ctK>n 2i 50 


See revere® .V 
•domonai informal on 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT W£AlTH INSPECTION SERVICE 


1. REC3TRATTON NO. 
22-R-0110 


CUSTOMER NO. 
9209 


interagency Report Control No 
C10O-OOAJIN 


FORM approve o 
OMB NO 05T9-0CM 


ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 


t HEADQUARTERS RESEARCH FAOUTT (N4tr» ** Ad*wu. at mgetemcf \j$ca \ 

msM* 2fe Code) ' ^ 


MORRISTOWN MEMORIAL HOSPITAL 
100 MADISON AVENUE 
MORRISTOWN. NJ 07962 
(973) 971-9259 


1 REPORTING FACILITY (U* ell location* where erriman were hou*ed or u^ed m actual rweerch. taatrg. leeching. or noermentation. or held for mete purposes Aflac* addition* 
^*heetajfnocee«ry ) 



See Attached Listing 


FACILITY LOCATONSfa/e*) 


REPORT 09 ANNALS USED BY OR UHOER CONTROL OF RESEARCH FACILITY (Attach adofocnaf sate* /necessary or use AP*1$ fORU 70234 ; 


Ammefo Covered 
By The Ammal 
WeJLare Regulations 


ft. Number at 


ooncftbgned. or 
retd tor use *n 
teaching tesbng. 
experiment*, 
research, or 
Scrpery but not 
yet used for men 
purpoae* 


•nlmeieupo n 
etwen tieenrg 
research. 
tKpenmenu or 


mvoivingno 
pe*n. dtatreat or 
usecfpeirv 
relieving drug* 


O. Nwnoer or «nna» upon j g. Number or anenate upon enicn leading 


fetching, research, 
surgery, or Lasix were 
conducted involving 
aocempenyrtg pern or 
fflaneet to the emmeJa 
mo torwfuch appropnate 
aneacnetic anetgesic. or 
trwqutfzng drug* were 
used. 


experiments, research, surgery or tests were 
conducted mvotving accempanyrrg pan or dfflrass 
to the erwnats end for wnfaeh the u*» of e pp rep da te 
aneatnetie.anaige$ie. ortrenquiiamg drugs would 
have adversely affected me p ro ce dures, reeuaa, or 
•nterprefebon of me teeenmg rweeren. 
—porwnrt a . surgery. or tests. (At* expUflettn Of 

me procedures producing pern ar tfshess <n meet 
ananers end fho reasons such drugs were nof used 
/ntnf Be eoscfted to the resort; 


TOTAL NO. 
OF ANIMALS 

(Core. C • 
0 * 8 ) 



1) Profaeftoneiiy ac cept a bl e standard* govern mo me earn, treatiner*. and u*a of enenaf*. mciudmg apprepneie uae of annhec, anofoearc. and eenqufltzing ong*. pner to. during 
and fo d awm g actual r aa e e r t h . t ea chin g Mating amyary. or twp e n men ta non ware foffo eed by tea r e aaeren foafity 

D Caen pnnop* investigate* has ccnetoered aftarnadvee fe paedu) precedufea 

)) Thia taoMy <% adhering te the standard# end r eguieeone unear me Ad and it net required dial aacapfaons to the standard* end reqUebcns os apaofiad and a^aamed &y me 
pmdpai investigator *u approved tiy me msUUtienei Animal Cara and U«a Comnwteo (tACUC) A summary ol all the exception* M attached to tta ***** report, m 
ad«a«on to identifying the lACUC-oppreved exception* this Summery mdude* a Orta* taptaneuon of me aseepbont. •» well aa me ape*#* and number of **meb affected 

4| The attending 'O'ennartert for m*s reeearen teddy has appropriate aumortty to arm** the prortewn of adequate veterinary ear# end to oversee tnaeaapueey of other 
aepi cts of emmet cere and uee 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chid EaKutiv* Officer or Uoflafly RmponsibM Institutional official) 
i — m. «... — ^ n Wit, coma «nq compute (7 u.S.C S«ction2i43) 

NAME 4 Tm.1 or C.E.0. 0" IKSTITVnOMAl. OFFICIAL (Type Of Prmt) I DATE 



DATE SIGHED 


■' p/t o 


kaki i • HEADQUARTERS 
















This report is required by law (7 USC 2143) Failure to report according to the regulations can 
result in an order to cease and desist and to be subject to penalties as provided lor in Section 2150 


1. registration no. 


( 2002 

See reverse 
additional ii 


)N NO. 

'R-OWU 


See reverse side lor 
additional information 


Interagency Report Control No 
018Q-DOA-AN 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 


3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes. Attach additional 
sheets it necessary.) 


FACILITY LOCATIONS (Sites) 




REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach aduhhonaf sheets if necessary or use APHIS FORM W23A) 


A. 


Animals Covered 
By The Animal 
Welfare Regulations 


B. Number ol 
animals being 
bred, 

conditioned, or 
held lor use in 
leaching, testing, 
experiments, 
research, or 
surgery but not 
yet used lor such 
purposes. 


C Number ot 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use ol pain- 
relieving drugs 


0- Number ol animals upon 
which experiments, 
leaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and lor which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used 


4. DOQS 


5. Cats 


6. Guinea Pias 


7. Hamsters 


8. Rabbits 


9. Non-human Primates 


10. Shee 


11. Pi 


1 2. Other Farm Animals 


E. Number ol animals upon which leaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use ol appropriate 
anesthetic, analgesic, or tranquiiizing drugs would 
have adversely affected the procedures, results, or 
interpretation ot the teaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report ) 

F. 

total no. 

OF ANIMALS 

(Cols. C + 

D + E) 

O 

n 



1) Professionally acceptable standards governing the care, treatment, and use ol animals, including appronale use ol anesthetic, analgesic, and tranquilizing drugs, prior to. during, 
and following actual research, teaching, testing, surgery, or experimentation were lotlowed by this research facility 

2) . Each principal investigator has considered alternatives to painful procedures 

3) . This facility is adhering to the standards and regulations under the Act, and it has required ihat exceptions to the standards and regulations be specified and explained by the 

principal investigator and approved by the Institutional Animat Care and Use Committee (IACUC) A summary of ail such exceptions is attached to this annual report. In 
addition to identifying the lACUC-approved exceptions, this summary includes a brief explanation ol the exceptions, as well as the species and number ol animals affected 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision ol adequate veterinary care and to oversee the adequacy ot other aspects ol 
animal care and use. 
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3. REPORTING FACILITY ( List all locations where animals were housed or used in actual research, testing, or experimentation, or held for these purposes. Attach additional sheets if necessary ) 


FACILITY LOCATIONS { Sites ) - See Atached Listing 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY l Attach additional sheets if necessarv or use APHIS Form 7023A \ 
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1) Professionally standards governing the care, treatment, and use of animals, including appropriate use of anastatic, analgesic, and tranquilizing drugs, prior to, during, and following 

actual research, teaching, testing, surgery, or experimentation were followed by this research facility. „ 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the principal 
investigator and approved by the Institutional Animal Care and Use Committee (1ACUC). A summary of all such exceptions is attached to this annual report. In addition to identifying the 
lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and 
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1 ) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anestetic, analgesic, and tranquillizing drugs, prior to, during, and following 
actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 


2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the principal 
investigator and approved by the Institutional Animal Care and Use Committee (1ACUC). A summary of all such exceptions is attached to this annual report. In addition to identifying the 
lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 


4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and 
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1 ) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anestetic, analgesic, and tranquilizing drugs, prior to, during, and following 
actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act and it has required that exceptions to the standards and regulations be specified and explained by the principal 
investigator and approved by the Institutional Animal Care and Use Committee (1ACUC). A summary of all such exceptions is attached to this annual report. In addition to identifying the 
lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and 
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1 ) Professionally acceptable standards governing the care, treatment and use of animals, including appropriate use of anastatic, analgesic, and tranquilizing drugs, prior to, during, and following 
actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal.investigator has considered alternatives to painful procedures. 

3) - This facility is adhering to the standards and regulations under the Act and it has required that exceptions to the standards and regulations be specified and explained by the principal 

investigator and approved by the Institutional Animal Cara and Use Committee (IACUC). A summary of alt such exceptions 1$ attached to this annual report In addition to identifying the 
IACUC -approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and 
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1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anastatic, analgesic, and tranquillizing drugs, prior to, during, and following 
actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Ad, and it has required that exceptions to the standards and regulations be specified and explained by the principal 
investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A summary of all such exceptions is attached to this annual report. In addition to identifying the 
LAC UC -approved exceptions, this summary indudes a brief explanation of the exceptions, as well as the species and number of animals afTected. 
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research, 
experiments, or 
tests were 

conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 

D. Number of animals 
upon which 
experiments, teaching, 
research, surgery, or 
tests were conducted 
involving 

accompanying pain or 
distress to the animals 
and for which 
appropriate anesthetic, a 

E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropnale 
anesthetic, analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, expenments. 
surgery, or tests. ( An explanation of the procedures 
producing pain or distress in these animals and the 
reasons such drugs were not used must be attached to 

F. 

TOTAL NUMBER 
OF ANIMALS 

( COLUMNS 
C+D+E) 

4. Dogs 

O 

O 

O 

O 

o 

5. Cats 

0 

0 

v zmxm 

o 

9 

6. Guinea Pigs 

O 

I 0 

O 

o 

o 

7. Hamsters 

o 

0 

O 

a \ 

O 

8. Rabbits 

0 

0 

0 

0 

o 

9. Non-human Primate 

0 

o 

o 

0 

0 

10. Sheep 

0 

0 

0 

0 

0 

11. Pigs 

0 

O 

0 

0 

0 

12. Other Farm Animals 

0 

0 

6 

C> 

6 







13. Other Animals 

0 

0 

o 

0 

6 






* 














j ASSURANC ESTATEMENTS^ _ 

1) Professionally standards governing the care, treatment, and use of animals, including appropriate use of anestetic, analgesic, and tranquiliang drugs, prior to, during, and following 

actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 


2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the principal 
investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A summary of all such exceptions is attached to this annual report. In addition to identifying the 
lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 


4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate vetennary care and to oversee the adequacy of other aspects of animal care and 


— 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
( Chief Executive Officer or Legally Responsible Institutional Official ) 



■ 

OATE SIGNED 

lo-W.62. 

































This report is required by law (7 USC 2143) Failure to report according to the regulations can 
result n an order to cease and desist and to be subject to penalties as provided for in Section 2150 


See reverse side for 
additional information 


Interagency Report Control No 
01 80-00 A-AN 


UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) , oftfg, 

no'i ^ 

1. REGISTRATION NO. CUSTOMER NO.- 

22-R-0131 16333 

FORM APPROVED 

0MB NO 0579-C036 f 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA 
include Zip Code) 

KRAFT FOODS NORTH AMERICA, INC 

200 DE FOREST AVENUE 

EAST HANOVER, NJ 07936 
(607) 674-9414 

3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes Attach additional 
sheets if necessary ) 


FACILITY LOCATION Sfs/fes) 



REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RES EARCH FACILITY (Attach additional sheets if necessary or use APHIS FORM 7023A ) 

A. B. Number of C. Number of 0. Number of animals upon E. Number of animals upon which teaching, F. 

animals being animals upon which experiments, experiments, research, surgery or tests were 

Animals Covered bred. which teaching, teaching, research, conducted involving accompanying pain or distress TOTAL NO 

By The Animal conditioned, or research, surgery, or tests were to the animals and for which the use of appropriate OF ANIMALS 

Welfare Regulations held for use in oxpenments, or conducted involving anesthetic. analgesic, or tranquilizing drugs would 

teaching, testing, tests were accompanying pain or have adversely affected the procedures, results, or (Cols. C ♦ 

experiments. conducted distress to the animals interpretation of the teaching, research, D + E) 

research, or involving no and for which appropriate expenments, surgery, or tests. (An explanation of 

surgery but not pain, distress, or anesthetic, analgesic, or the procedures producing pain or distress in these 

yet used for such use of pain- tranquilizmg drugs were animals and the reasons such drugs were not used 

purposes relieving drugs used. must be attached to this report ) 



ASSURANCE STATEMENTS 

1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizmg drugs, poor to. during, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 


2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (1ACUC). A summary of all the exceptions is attached to this annual report In 
addition to identifying the lACUC-approved exceptions, this summary indudes a bnef explanation of the exceptions, as well as the species and number of animals affected 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use 

CERTIFICATION ByIhEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

} certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 

v SIGNATURE OF C.E.O. OR INSTITUTIONAL~OFFICIAL NAME & TITLE OF C.E.0. OR INSTITUTIONAL OFFICIAL (Type or 

x' I 

M 18-23 (Oct 88), which is obsolete PART 1 - HEADQUARTERS 

























UNfTED states department of agriculture 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


1. CERTIFICATE NUMBER: 

22-R-C 132 

CUSTOMER NUMBER; 

•88 


ANNUAL REPORT OF RESEARCH FACILITY 

( TYPE OR PRINT ) 


Gibraltar Laboratories, Inc. 
122 Fairfield Road 
Fairfield, NJ 07004 


telephone: (973) -227-5282 


3. REPORTING facility ( Usi an locations vmers animals 'next housed or used in actual research, testing. or cxo<*nment 3 tian. or ‘zr these curocses. AUacn adddcnai sheets \f recwnarv : 


FACILITY LOCATIONS ( Sites ) - See Atacnea Lyir.q 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY ( Attach additional sheets if r»ec»ssarv or uaa APHIS Form 7023A \ 


A. B. Nurraerof 


Animals Covered 
By The Arrtmal 
Walftne Regulations 


B. 'Numeral 
animais being 

Qred. * 
ccnoffianed. or 
hdd for use in 
leaching, 
lasting. 

=x3Crur«nt3, 

research, zr 
surgery but net y? 


C. Nymcer gf 
jn.-^ais uDcn 
■ynicfl teaching, 
research. 
iACenmcr.Li, zr 
tests were 
ccnaucad 
•r.vGivmg na 
CEin, 2i stress, zr 

use cf sain- 
reiievmg drugs. 


0. Number zl ontmaia 
uoon wnicn 
exoanmems. teaching, 
research, surgery, or 
tests were conducted 
invotvfrtQ 

accgmcanying cam or 
distress ta tho anma «5 
ara rcrwnicn 
ecarognaie anesthetic a 


E. Nwr-eer :* sr-mais -pan *h«cn caching. 

-i/Crr.-r-r'^. -esasren. 3urgery or tests were 
ccnc’-ctcd ^nvcMng acccrrganying 23m or distress 
:o irtn a-tmais and !zr mcio tne use q 1 aeemonate 
areswetig. ora.'sesc or traiquiiiorg drugs *ouid 
nave adversely af'ecaa i re bfoeedurcc results, or 
ntarrrataiisr. of the -.caching, research, experiments, 
iu-'gry. y tasts. r An explanation of the procedures 

crcduang pan zr 3 stress in these anirrais and the 
rcasc-s sue n drugs wero not used musl be acached to 


TOTAL number 

Cf ANIMALS 


( COLUMNS 
C + D + E ) 



4. OCQS 


5. Cats 


a, OuineaPigs 


7. Hamsters 


a. Rabbits 


9. Non-human Pnmate 


10. Shseo 


11. P?o« 


12. Other Farm Animals 


tj PnfeetenmUy eccaeUfiia «»nd«m governing the care. traairown, and ua* cf antmaia. including «pproprtate um of mstetsc araige«c and iranoujiiww drucs. onoftc. durina end faitawmo 
•omI reeeereft, teaching, Mating, turgory, or akponmentadon fottevwd By this reseoren faetltty. 


2) Each prtneipei inveedgstoc he* conaidorad eiterrurawe to painful oroesaurae. 


31 ?TT Wit) ' '* M -wwon* u oe«r 3m Acs. and It h» ww ttat mtpaoni to *• »un««Qj a* rssuaflsra M weofirt ana a *p!«ir«j by »« ertnehMl 

^ U “ (IACUCl A 0t *" — »"»«»"• '* **—« » «• *—» rooZ ,n «Zn » SSJ«o * 

lACUC-epgrovad ewopbgn*, thi* summary Incfudes a brief exsienaiion of the exception*. at well s« the tpeciea ana number of animac offoctec. 


„? vafartnery core and :a oversee -a acaguac/ of other wpacbi of animal aw and 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
r riw 0MA nh/A nticsr or Legally Rssoonwbia Institutional Official ) 


DATE Signed 

• h)P? 


APHJ$ I 

(AUG 91 ) 


I 













This report is required by law (7 USC 2143). Failure to report according to the regulations 
can 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


NOV 1 ' 2002 

ANNUAL REPORT OF RESEARCH FACILITY 

( TYPE OR PRINT ) 


See attached form for 
additional information 


1. CERTIFICATE NUMBER: 

22-R-0133 

CUSTOMER NUMBER: 

406 


Interagency Report ControT 


FORM APPROVED 
OMB NO. 0579-0036 


Public Health Research Institute 
225 Warren Street 
Newark, NJ 07103 

Telephone: (973) 8 5 4 - 3 1 00 


3. REPORTING FACILITY ( List all locations where animals were housed or used in actual research, testing, or experimentation, or held for these purposes. Attach additional sheets if necessary ) 


FACILITY LOCATIONS { Sites ) - See Atached Listing 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY ( Attach additional sheets if necessarv or use APHIS Form 7023A \ 


A. B. Number of 

animals being 
bred. 

Animals Covered conditioned, or 

By The Animal held for use in 

Welfare Regulations teaching, 

testing, 
experiments, 
research, or 
surgery but not ye 


4. Dogs 0 


5. Cats 


6. Guinea Pigs 


7. Hamsters 


8. Rabbits 


9. Non-human Primate q 


10. Sheep 


11. Pigs 


12. Other Farm Animals 




C. Number of 

D. Number of animals 

E. Number of animals upon which teaching. 

animals upon 

upon which 

expenments, research, surgery or tests were 

which teaching. 

expenments, teaching, 

conducted involving accompanying pain or distress 

research. 

research, surgery, or 

to the animals and for which the use of appropnate 

expenments, or 

tests were conducted 

anesthetic, analgesic, or tranquilizing drugs would 

tests were 

involving 

have adversely affected the procedures, results, or 

conducted 

accompanying pain or 

interpretation of the teaching, research, expenments, 

involving no 

distress to the animals 

surgery, or tests. ( An explanation of the procedures 

pain, distress, or 

and for which 

producing pain or distress in these animals and the 

use of pain- 
relieving drugs. 

appropnate anesthetic, a 

reasons such drugs were not used must be attached to 

0 

0 

0 

0 

0 

0 


TOTAL NUMBER 
OF ANIMALS 

( COLUMNS 
C + D + E) 




0 


0 


0 

0 

0 

o 



1 ) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anastatic, analgesic, and tranquilizing drugs, prior to, during, and following 
actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act and it has required that exceptions to the standards and regulations be specified and explained by the principal 
investigator and approved by the Institutional Animal Care and Use Committee (1ACUC). A summary of all such exceptions is attached to this annual report. In addition to identifying the 
lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
( Chief Executive Officer or Legally Responsible Institutional Official ) 


NAME A TITLE OF C.E.O OR INSTITUTIONAL OFFICIAL ( Tvoe or Print 




,h is obsolete. 













































REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY l Attach additional sheets if necessarv or use APHIS Form 7023A ) 


A. 

B. Number of 

C. Number of 


animals being 

animals upon 


bred. 

which teaching. 

Animals Covered 

conditioned, or 

research. 

By The Animal 

held for use in 

experiments, or 

Welfare Regulations 

teaching. 

tests were 


testing. 

conducted 


expenmen ts. 

involving no 


research, or 

pain, distress, or 


surgery but not ye 

use of pain- 
relieving drugs. 

4. Dogs 

50 

331 * 


D. Number of animals 
upon which 
experiments, teaching, 
research, surgery, or 
tests were conducted 
involving 

accompanying pain or 
distress to the animals 
and for which 
appropriate anesthetic, a 


E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropnate 
anesthetic, analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, experiments, 
surgery, or tests. ( An explanation of the procedures 
producing pain or distress in these animals and the 
reasons such drugs were not used must be attached to 


TOTAL NUMBER 
OF ANIMALS 

( COLUMNS 
C + D + E ) 


197 * 


6. Guinea Pigs 

0 

318 

1482 * 

7. Hamsters 

0 

0 

220 

8. Rabbits 

0 

59 * 

194 

9. Non-human Primate 

22 * 

15 * 

39 * 




t) Professionally acceptable standards governing the care, treatment, and use of animals, including appropnate use of anesteUc, analgesic, and tranquilizing drugs, prior to, during, and following 
actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the principal 
investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A summary of ail such exceptions Is attached to this annual report In addition to identifying the 
lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
( Chief Executive Officer or Legally Responsible Institutional Official ) 


| uauc a. rin c nc re r\ no imctiti mnwAi neeiriAi / nr Print 


I DATE SIGNED 

K 


APHIS FORM 7 023 
( AUG 91 ) 


(Replaces vs form is- 23 (uu i so), wnicn »s obsolete. 








































DEC -32-2002 16=34 


RUJ PR I LAM DEPARTMENT 


908 725 4063 P. 02/04 


ATTACHMENT 1 


USDA ANNUAL REPORT (2001-2002) 

Registration #: 22-R- 0006 

The following animals were reported on previous USDA Reports under License: 
22-R-0006. 


SPECIES 

CATEGORY B 

CATEGORY C 

CATEGORY D 

CATEGORY E 

OOGS 

0 

202 

145 

0 

GUINEA PIGS 

0 

0 

160 

0 

RABBITS 

0 

42 

0 

0 

non-human 

PRIMATES 

15 

15 

39 

13 



DEC -02-2002 16 = 34 RUJ PR I LAM DEPAPTMEN 


903 ^25 4063 P.03/04 


ATTACHMENT 2 


USDA ANNUAL REPORT (2001-2002) 
Registration #: 22-R- 0006 


Animals Listed in Category E 

During the reporting period, Johnson & Johnson Pharmaceutical Research & 
Development, L.L.C. Institutional Animal Care and Use Committee (IACUC) 
approved the use of animals in Category E as follows: 

SPECIES | NUMBER 

Guinea Pigs 105 



PROCEDURE/JUSTIFICATION 


Rabbits 


16 




DEC-02-2002 16=35 


RWJ PR! LAM DEPARTMENT 


908 725 4063 P.04/04 


Non-Human 
Primates(Squirrel) 


13 



1 Administration of anesthetics, analgesics or tranquilizing drugs must be 
withheld so as not to invalidate the evaluation of test compounds. 

2 Preclinical toxicology and drug metabolism/pharmacokinetic studies are 
required in nonhuman species by the Food and Drug Administration, Good 
Laboratory Practice Regulations - CFR 21 , Part 58 (Code of Conduct). 

3 Spied, L.H., Lunley, C.E. and S.R. Walker. “Harmonization of Guidelines for 
Toxicity Testing of Pharmaceuticals by 1992." Regulatory Toxicology and 
Pharmacology. Vol 12, pp 179-211 (1990). 


TOTAL P.04 



This report is required by la* (7 USC 2143). Failure to report according to the regulations 
can 


UNITED STATES DEPARTMENT" OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


ANNUAL REPORT OF RESEARCH FACILITY 

( TYPE OR PRINT ) 


NOV 2 7 200 2 


See attached form for 
additional information 


1. CERTIFICATE NUMBER: 

22-R-0009 

CUSTOMER NUMBER: 

519 


Novartis Pharmaceuticals Corporation 

Novartis Pharmaceuticals Corporation 

Bldg 404, Rm 466 

One Health Plaza 

East Hanover, NJ 07936 

Telephone: (973) -781-8358 


Interagency Report Control No.: 


FORM APPROVED 
OM8 NO. 0579-0036 



3. REPORTING FACILITY ( List all locations where animals were housed or used in actual research, testing, or experimentation, or held for these purposes. Attach additional sheets if necessary ) 


FACIUTY LOCATIONS ( Sites ) - See Atached Listing 


C. Number of 

D. Number of animals 

E. Number of animals upon which teaching. 

F. 

animals upon 

upon which 

experiments, research, surgery or tests were 


which teaching. 

experiments, teaching. 

conducted involving accompanying pain or distress 

TOTAL NUMBER 
OF ANIMALS 

research. 

research, surgery, or 

to the animate and for which the use of appropriate 

experiments, or 

tests were conducted 

anesthetic, analgesic, or tranquilizing drugs would 

tests were 

involving 

have adversely affected the procedures, results, or 

( COLUMNS 

conducted 

accompanying pain or 

Interpretation of the teaching, research, experiments. 

involving no 

distress to the animals 

surgery, or tests. ( An explanation of the procedures 

C+D+E) 

pain, distress, or 

and for which 

producing pain or distress in these animals and the 


use of pain- 
relieving drugs. 

appropriate anesthetic a 

reasons such drugs were not used must be attached to 


422 

45 

41 

508 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY l Attach additional sheets if nec essarv or use APHIS Form 7023A > 


A. B. Number of 

animals being 
bred. 

Animals Covered conditioned, or 

By The Animal held for use in 

Welfare Regulations teaching. 

testing, 
experiments, 
research, or 
surgery but not ye 


4. Dogs 25 


5. Cats 


6. Guinea Pigs 


7. Hamsters 


8. Rabbits 


9. Non-human Primate 


10. Sheep 


11. Pigs 


12. Other Farm Animals 



1) Pnrfesstonafty acceptable standards governing the care, treatment, and use of animals, including appropriate use of anastatic, analgesic, and tranqufeing drugs, prior to, during, and following 
actual research, teaching, testing, surgery, or experimentation ware followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedjres. 

3) This facility is adhering to the standards v>d regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the principal 
investigator and approved by the Institutional Animal Cara and Use Committee (1ACUC). A summary of all such exceptions is attached to this annual report In addition to identifying the 
lACUC-approved exceptions, this summary indudes a brief explanation of the exceptio ns , as well as the species and number of animals affected. 

4) The attending vetemarian for this research facility has appropriate authority to ensue the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
( Chief Executive Officer or Legally Responsible Institutional Official ) 


NAMFATm POFc e o ORiNRTmrrtnwAi nFFiriAt / Tur** ^ Prw 




CT 88). which is obsolete. 

















































US DA ANNUAL REPORT OF RESEARCH FACILITY FOR 2001-2002 
NOVARTIS PHARMACEUTICALS CORPORATION 
USDA Registration No. 22-R-0009 


Summary of the NACUC approved exceptions to the Standards and Regulations: 
Canine Exercise Exemptions 


Protocol Title Species. 


Days Without 
Number Exercise 


Reason 


2 . 


3. 



2 


36 Quantitative collection 
of excreta, containment 
of radioactivity 


31 Quantitative collection 
of excreta, containment 
of radioactivity 


1 1 Quantitative collection 
of excreta, containment 
of radioactivity 


Quantitative collection 
of excreta, containment 
of radioactivity 


Quantitative collection 
of excreta, containment 
of radioactivity 


1 1 Surgical recovery of dogs 
implanted with telemetry 
devices 


Pmtnrnl Title 

Soecies 

Number 

Days Without 
Exercise 

Reason 

(b)(4) 

Dogs 

4 

10 

Surgical recovery of dogs 
implanted with telemetry 
devices 


Dogs 

3 

4 

9 

Surgical recovery of dogs 
implanted with telemetry 
devices 


Dogs 

g 

2 

8 

Surgical recovery of dogs 
implanted with telemetry 
devices 


Dogs 

I 


3 


6 Cage rest post CSF 
collection 




OPTIONAL COLUMN E EXPLANATION FORM 


(b)(4) 


1. Registration Number: 22-R-0009 

2. Number of animals used in this study - 40. Number of animals classified as category “E” - 1 . 

3. Species (common name) Crab-eating Macaque of animals used in this study. 

4. Explain the procedure producing pain and/or distress. 

These primates were dosed with a pharmaceutical compound. 

One animal experienced a fractured limb and was euthanized. 


5. Provide scientific justification why pain and/or distress could not be relieved. State methods or 
means used to determine that pain and/or distress relief would interfere with test results. (For 
Federally mandated testing, see question 6 below) 

As soon as there were signs indicating that this animal was experiencing pain or distress, it was 
euthanized. 


6. What if any, federal regulations require this procedure? Cite the agency, the Code of Federal 
Regulations (CFR) title number and the specific section number (e.g., APHIS, 9 CFR 113.102): 

The general reference is 21 CFR 312.23(a)(8). This reference indicates that there are guidelines 
available from the FDA that describe ways in which these requirements may be met More specific 
guidelines may be found in the following: 

1) M3 Nonclinical safety studies for the conduct of human clinical trials for pharmaceuticals 
published in the Federal Register on November 25, 1997 (62 FR 62922) 


4 





OPTIONAL COLUMN E EXPLANATION FORM 


(b)(4) 


1. Registration Number: 22-R-0009 

2. Number of animals used in this study - 40. Number of animals classified as category “E” - 2. 

3. Species (common name) Dogs of animals used in this study. 

4. Explain the procedure producing pain and/or distress. 

These dogs were dosed with a pharmaceutical compound. 

Two dogs were found dead with no prior clinical signs. 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods or 
means used to determine that pain and/or distress relief would interfere with test results. (For 
Federally mandated testing, see question 6 below) 


6. What if any, federal regulations require this procedure? Cite the agency, the Code of Federal 
Regulations (CFR) title number and the specific section number (e.g., APHIS, 9 CFR 1 13.102): 

The general reference is 21 CFR 312.23(a)(8). This reference indicates that there are guidelines 
available from the FDA that describe ways in which these requirements may be met More specific 
guidelines may be found in the following: 

1 ) M3 Nonclinical safety studies for the conduct of human clinical trials for pharmaceuticals 
published in the Federal Register on November 25, 1997 (62 FR 62922) 


5 





OPTIONAL COLUMN E EXPLANATION FORM 


(b)(4) 


1. Registration Number: 22-R-0009 

2. Number of animals used in this study - 32. Number of animals classified as category “E” - 1. 

3. Species (common name) Dogs of animals used in this study. 

5. Explain the procedure producing pain and/or distress. 

These dogs were dosed with a pharmaceutical compound. 

On day 70 this dog was suspected to have aspirated compound after dosing and was euthanized. 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods or 
means used to determine that pain and/or distress relief would interfere with test results. (For 
Federally mandated testing, see question 6 below) 

As soon as there were signs indicating that this animal was experiencing pain and distress, it was 
euthanized. 

6. What if any, federal regulations require this procedure? Cite the agency, the Code of Federal 
Regulations (CFR) title number and the specific section number (e.g., APHIS, 9 CFR 113.102): 

The general reference is 21 CFR 312.23(a)(8). This reference indicates that there are guidelines 
available from the FDA that describe ways in which these requirements may be met More specific 
guidelines may be found in the following: 

1) M3 Nonclinical safety studies for the conduct of human clinical trials for pharmaceuticals 
published in the Federal Register on November 25, 1997 (62 FR 62922) 



OPTIONAL COLUMN E EXPLANATION FORM 


(b)(4) 


1. Registration Number: 22-R-0009 

2. Number of animals used in this study - 30. Number of animals classified as category E - 1 8. 

3. Species (common name). Dogs of animals used in this study. 

4. Explain the procedure producing pain and/or distress. 

These dogs were dosed with a pharmaceutical compound. 

Fifteen dogs experienced compound related effects and were euthanized unscheduled. Three dogs 
experienced compound related effects, recovered and went on to complete the study. 

5 Provide scientific justification why pain and/or distress could not be relieved. State methods or 
means used to determine that pain and/or distress relief would interfere with test results. (For 
Federally mandated testing, see question 6 below) 

As soon as there were signs indicating that an animal was experiencing pain and distress, it was 
euthanized. 

6. What if any, federal regulations require this procedure? Cite the a 9 ency, the Code of Federal 
Regulations (CFR) title number and the specific section number (e.g., APHIS, 9 CFR 113.1U2). 

The general reference is 21 CFR 312.23(a)(8). This reference indicates that there are guidelines 
available from the FDA that describe ways in which these requirements may be met More specific 
guidelines may be found in the following: 

1 ) M3 Nonclinical safety studies for the conduct of human clinical trials for pharmaceuticals 
published in the Federal Register on November 25, 1997 (62 FR 62922) 
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OPTIONAL COLUMN E EXPLANATION FORM 


(b)(4) 


1. Registration Number 22-R-0009 

2. Number of animals used in this study - 14. Number of animals classified as category “E” - 4. 

3. Species (common name) Dogs of animals used in this study. 

4. Explain file procedure producing pain and/or distress. 

These dogs were dosed with a pharmaceutical compound. 

Two dogs were found dead, one on day 3 and one on day 8. Two dogs experienced compound 
related effects and were euthanized. 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods or 
means used to determine that pain and/or distress relief would interfere with test results. (For 
Federally mandated testing, see question 6 below) 

As soon as there were signs indicating that these animals were experiencing pain and distress, they 
were euthanized. 

6. What if any, federal regulations require this procedure? Cite the agency, the Code of Federal 
Regulations (CFR) title number and the specific section number (e.g., APHIS, 9 CFR 1 13.102): 

The general reference is 21 CFR 312.23(a)(8). This reference indicates that there are guidelines 
available from the FDA that describe ways in which these requirements may be met More specific 
guidelines may be found in the following: 

1 ) M3 Nonclinical safety studies for the conduct of human clinical trials for pharmaceuticals 
published in the Federal Register on November 25, 1997 (62 FR 62922) 
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OPTIONAL COLUMN E EXPLANATION FORM 


(b)(4) 


1. Registration Number 22-R-0009 

2. Number of animals used in this study - 32. Number of animals classified as category “E” - 1 . 

3. Species (common name) Dogs of animals used in this study. 

4. Explain the procedure producing pain and/or distress. 

These dogs were dosed with a pharmaceutical compound. 

One dog displayed compound related effects on study day 21 and was euthanized. 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods or 
means used to determine that pain and/or distress relief would interfere with test results. (For 
Federally mandated testing, see question 6 below) 

As soon as there were signs indicating that this animal was experiencing pain or distress, it was 
euthanized. 


6. What if any, federal regulations require this procedure? Cite the agency, the Code of Federal 
Regulations (CFR) title number and the specific section number (e.g., APHIS, 9 CFR 113.102): 

The general reference is 21 CFR 312.23(a)(8). This reference indicates that there are guidelines 
available from the FDA that describe ways in which these requirements may be met More specific 
guidelines may be found in the following: 

1) M3 Nonclinical safety studies for the conduct of human clinical trials for pharmaceuticals 
published in the Federal Register on November 25, 1997 (62 FR 62922) 
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OPTIONAL COLUMN E EXPLANATION FORM 


(b)(4) 


1. Registration Number 22-R-0009 

2. Number of animals used in this study - 6. Number of animals classified as category ‘E’ - 4. 

3. Species (common name) Dogs of animals used in this study. 

4. Explain the procedure producing pain and/or distress. 

These dogs were dosed with a pharmaceutical compound. 

Four dogs experienced compound related effects and were euthanized. 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods or 
means used to determine that pain and/or distress relief would interfere with test results. (For 
Federally mandated testing, see question 6 below) 

As soon as there were signs indicating that these animals were experiencing pain or distress, they 
were euthanized. 

6. What if any, federal regulations require this procedure? Cite the agency, the Code of Federal 
Regulations (CFR) title number and the specific section number (e.g., APHIS, 9 CFR 1 13.102): 

The general reference is 21 CFR 312.23(a)(8). This reference indicates that there are guidelines 
available from the FDA that describe ways in which these requirements may be met More specific 
guidelines may be found in the following: 

1 ) M3 Nonclinical safety studies for the conduct of human clinical trials for pharmaceuticals 
published in the Federal Register on November 25, 1997 (62 FR 62922) 
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OPTIONAL COLUMN E EXPLANATION FORM 


(b)(4) 


1. Registration Number: 22-R-0009 

2. Number of animals used in this study - 40. Number of animals classified as category "E* - 4. 

3. Species (common name) Dogs of animals used in this study. 

4. Explain the procedure producing pain and/or distress. 

These dogs were dosed with a pharmaceutical compound. 

Three dogs were found dead on study day 41, 57 and 132 respectively. One dog experienced 
compound related effects and recovered. 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods or 
means used to determine that pain and/or distress relief would interfere with test results. (For 
Federally mandated testing, see question 6 below) 


(b)(4) 


anc * subsequently recovered showing no 
adverse signs the following day and was able to complete the study. 

6. What if any, federal regulations require this procedure? Cite the agency, the Code of Federal 
Regulations (CFR) title number and the specific section number (e.g., APHIS, 9 CFR 1 13.102): 

The general reference is 21 CFR 312.23(a)(8). This reference indicates that there are guidelines 
available from the FDA that describe ways in which these requirements may be met More specific 
guidelines may be found in the following: 

1) M3 Nonclinical safety studies for the conduct of human clinical trials for pharmaceuticals 
published in the Federal Register on November 25, 1997 (62 FR 62922) 
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OPTIONAL COLUMN E EXPLANATION FORM 


(b)(4) 


1. Registration Number: 22-R-0009 

2. Number of animals used in this study - 10. Number of animals classified as category “E” - 6. 

3. Species (common name) Dogs of animals used in this study. 

4. Explain the procedure producing pain and/or distress. 

These dogs were dosed with a pharmaceutical compound. 

Three dogs displayed compound related effects and were euthanized unscheduled. One dog was 
found dead on day 8 of the study. Two dogs experienced compound related effects at points dunng 
the study, recovered and were able to complete the study. 

5 Provide scientific justification why pain and/or distress could not be relieved. State methods or 
means used to determine that pain and/or distress relief would interfere with test results. (For 
Federally mandated testing, see question 6 below) 

As soon as there were signs indicating that these animals were experiencing pain or distress, they 
were evaluated, monitored, and a decision made to euthanize if the animal did not improve. 


6 What if any, federal regulations require this procedure? Cite the a 9 ency, the Code °^ ederal 
Regulations (CFR) title number and the specific section number (e.g., APHIS, 9 CFR 113.102). 

The general reference is 21 CFR 312.23(a)(8). This reference indicates that there are guidelines 
available from the FDA that describe ways in which these requirements may be met More specific 
guidelines may be found in the following: 

1) M3 Nonclinical safety studies for the conduct of human clinical trials for pharmaceuticals 
published in the Federal Register on November 25, 1997 (62 FR 62922) 
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OPTIONAL COLUMN E EXPLANATION FORM 


(b)(4) 


1 . Registration Number: 22-R-0009 

2. Number of animals used in this study - 40. Number of animals classified as category a E’ - 1 . 

3. Species (common name)_ Dogs of animals used in this study. 

4. Explain the procedure producing pain and/or distress. 

These dogs were dosed with a pharmaceutical compound. 


One animal experienced compound related effects in this study. 


5. 


Provide scientific justification why pain and/or distress could not be relieved. State methods or 
means used to determine that pain and/or distress relief would interfere with test results. (For 
Federally mandated testing, see question 6 below) 


The above mentioned animal 
104 and fully recovered. 


experienced 


(b)(4) 


activity on days 103 and 


6. What if any, federal regulations require this procedure? Cite the agency, t he Code of Federal 
Regulations (CFR) title number and the specific section number (e.g., APHIS, 9 CFR 113.102). 

The general reference is 21 CFR 312.23(a)(8). This reference indicates that there are guidelines 
available from the FDA that describe ways in which these requirements may be met More specific 
guidelines may be found in the following: 

1 ) M3 Nonclinical safety studies for the conduct of human clinical trials for pharmaceuticals 

published in the Federal Register on November 25, 1997 (62 FR 62922) 
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OPTIONAL COLUMN E EXPLANATION FORM 


(b)(4) 


1. Registration Number: 22-R-0009 

2. Number of animals used in this study - 6. Number of animals classified as category “E" - 1 . 

3. Species (common name) Crab-eating Macaque of animals used in this study. 

4. Explain the procedure producing pain and/or distress. 

These animals were dosed with a pharmaceutical compound. 

One monkey experienced an accidental death due to an enrichment device. 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods or 
means used to determine that pain and/or distress relief would interfere with test results. (For 
Federally mandated testing, see question 6 below) 


6. What if any, federal regulations require this procedure? Cite the agency, the Code of Federal 
Regulations (CFR) title number and the specific section number (e.g., APHIS, 9 CFR 113.102): 

The general reference is 21 CFR 312.23(a)(8). This reference indicates that there are guidelines 
available from the FDA that describe ways in which these requirements may be met More specific 
guidelines may be found in the following: 

1) M3 Nonclinical safety studies for the conduct of human clinical trials for pharmaceuticals 
published in the Federal Register on November 25, 1 997 (62 FR 62922). 
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OPTIONAL COLUMN E EXPLANATION FORM 


(b)(4) 


1. Registration Number 22-R-0009 

2. Number of animals used in this study - 10. Number of animals classified as category T? - 6. 

3. Species (common name)__Crab-eating Macaque of animals used in this study. 

4. Explain the procedure producing pain and/or distress. 

These animals were dosed with a pharmaceutical compound. 

Six animals displayed compound related effects, recovered and went on to complete the study. 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods or 
means used to determine that pain and/or distress relief would interfere with test results. (For 
Federally mandated testing, see question 6 below) 

As soon as there were signs indicating that thes animals were experiencing pain or distress, 
compound dosing was stopped. Their condition then improved. 

6. What, if any, federal regulations require this procedure? Cite the agency, the Code of Federal 
Regulations (CFR) title number and the specific section number (e.g., APHIS, 9 CFR 113.102): 

The general reference is 21 CFR 312.23(a)(8). This reference indicates that there are guidelines 
available from the FDA that describe ways in which these requirements may be met More specific 
guidelines may be found in the following: 

1 ) M3 Nonclinical safety studies for the conduct of human clinical trials for pharmaceuticals 
published in the Federal Register on November 25, 1997 (62 FR 62922). 
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OPTIONAL COLUMN E EXPLANATION FORM 


(b)(4) 


1. Registration Number: 22-R-0009 

2. Number of animals used in this study - 4. Number of animals classified as category “E” - 1 . 


3. Species (common name) Crab-eating Macaque of animals used in this study. 

4. Explain the procedure producing pain and/or distress. 

These animals were dosed with a pharmaceutical compound. 

One animal experienced compound related effects. 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods or 
means used to determine that pain and/or distress relief would interfere with test results. (For 
Federally mandated testing, see question 6 below) 

This animal was treated for compound related effects and fully recovered. 

6. What if any, federal regulations require this procedure? Cite the agency, the Code of Federal 
Regulations (CFR) title number and the specific section number (e.g., APHIS, 9 CFR 113.102): 

The general reference is 21 CFR 312.23(a)(8). This reference indicates that there are guidelines 
available from the FDA that describe ways in which these requirements may be met More specific 
guidelines may be found in the following: 

1 ) M3 Nonclinical safety studies for the conduct of human clinical trials for pharmaceuticals 
published in the Federal Register on November 25, 1997 (62 FR 62922). 
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OPTIONAL COLUMN E EXPLANATION FORM 


(b)(4) 


1 . Registration Number: 22-R-0009 

2. Number of animals used in this study -60. Number of animals classified as category E - 1. 

3. Species (common name) Rabbits of animals used in this study. 

4. Explain the procedure producing pain and/or distress. 

These animals were dosed with a phaimaceutical compound. 


One rabbit was found dead with no prior severe clinical signs. 


5 Provide scientific justification why pain and/or distress could not be relieved State methods or 
means used to determine that pain and/or distress relief would interfere with test results. (For 
Federally mandated testing, see question 6 below) 


6. What, if any, federal regulations require this procedure? ate the agency, t “jf Code of Federal 
Regulations (CFR) title number and the specific section number (e.g., APHIS, 9 CFR 1 13.102). 

The general reference is 21 CFR 312.23(a)(8). This reference indicates that there are guidelines 
available from the FDA that describe ways in which these requirements may be met More specific 
guidelines may be found in the following: 

1 ) M3 Nonclinical safety studies for the conduct of human clinical trials for pharmaceuticals 
published in the Federal Register on November 25, 1997 (62 FR 62922). 

2) Guideline on detection of toxicity to reproduction for medicinal products published in the Federal 
Register on September 22, 1 994 (FR 48746). 
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OPTIONAL COLUMN E EXPLANATION FORM 


(b)(4) 


1. Registration Number: 22-R-0009 

2. Number of animals used in this study -30. Number of animals classified as category “E” - 9. 

3. Species (common name) Rabbits — of animals used in this study. 

4. Explain the procedure producing pain and/or distress. 

These animals were dosed with a pharmaceutical compound. 

Seven rabbits were found dead, four rabbits on day 1 and three rabbits on day 2 of the study. One 
rabbit was euthanized after displaying compound related effects. One rabbit was euthanized as 
result of a foot injury unrelated to the compound being dosed 

5 Provide scientific justification why pain and/or distress could not be relieved. State methods or 
’ means used to determine that pain and/or distress relief would interfere with test results. (For 
Federally mandated testing, see question 6 below) 

Followina dosing the animals that were later found dead fell into a state of unconsciousness without 
signs of pain or distress. Observation for recovery from this state of unconsciousness could possi y 
have been masked by the use of analgesics and thus they could not be used. 

As soon as there were signs indicating that the other two animals were experiencing pain or distress, 
they were euthanized. 

6. What if any, federal regulations require this procedure? Cite the agency, “ ' « '•*** 
Regulations (CFR) title number and the specific section number (e.g., APHIS, 9 CFR 113.1UZ). 

tl. nonprai rpfprence is 21 CFR 31 2.23(a)(8). This reference indicates that there are guidelines ■ 
available from the FDA that describe ways in which these requirements may be met More spec c 
guidelines may be found in the following: 

3) M3 Nonclinical safety studies for the conduct of twnan ,climci Ms for pharmaceuticals 
published in the Federal Register on November 25, 1997 (62 FR 62922). 

4) Guideline on detection of toxicity to reproduction for medicinal products published in the Federal 
Register on September 22, 1994 (FR 48746). 
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OPTIONAL COLUMN E EXPLANATION FORM 


b)(4) 


1. Registration Number 22-R-0009 

2. Number of animals used in this study - 30. Number of animals classified as category “E” - 1 . 

3. Species (common name) Rabbits of animals used in this study. 

4. Explain the procedure producing pain and/or distress. 

These animals were dosed with a pharmaceutical compound. 

One rabbit exhibited was euthanized. 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods or 
means used to determine that pain and/or distress relief would interfere with test results. (For 
Federally mandated testing, see question 6 below) 

As soon as there were signs indicating that this animal was experiencing pain or distress, it was 
euthanized. 

6. What if any, federal regulations require this procedure? Cite the agency, the Code of Federal 
Regulations (CFR) title number and the specific section number (e.g., APHIS, 9 CFR 113.102): 

The general reference is 21 CFR 312.23(a)(8). This reference indicates that there are guidelines 
available from the FDA that describe ways in which these requirements may be met More specific 
guidelines may be found in the following: 

1 ) M3 Nonclinical safety studies for the conduct of human clinical trials for pharmaceuticals 
published in the Federal Register on November 25, 1 997 (62 FR 62922). 

2) Guideline on detection of toxicity to reproduction for medicinal products published in the Federal 
Register on September 22, 1994 (FR 48746). 
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OPTIONAL COLUMN E EXPLANATION FORM 


(b)(4) 


1. Registration Number: 22-R-0009 

2. Number of animals used in this study - 15. Number of animals classified as category “E” - 6. 

3. Species (common name) Rabbits of animals used in this study. 

4. Explain the procedure producing pain and/or distress. 

These animals were dosed with a pharmaceutical compound. 

Six rabbits were euthanized after displaying compound related effects. The second phase of this 
study was subsequently cancelled. 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods or 
means used to determine that pain and/or distress relief would interfere with test results. (For 
Federally mandated testing, see question 6 below) 

As soon as there were signs indicating that these animals were experiencing pain or distress, they 
were euthanized. 

6. What if any, federal regulations require this procedure? Cite the agency, the Code of Federal 
Regulations (CFR) title number and the specific section number (e.g., APHIS, 9 CFR 1 13.102): 

The general reference is 21 CFR 312.23(a)(8). This reference indicates that there are guidelines 
available from the FDA that describe ways in which these requirements may be met More specific 
guidelines may be found in the following: 

1 ) M3 Nonclinical safety studies for the conduct of human clinical trials for pharmaceuticals 
published in the Federal Register on November 25, 1 997 (62 FR 62922). 

2) Guideline on detection of toxicity to reproduction for medicinal products published in the Federal 
Register on September 22, 1994 (FR 48746). 
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OPTIONAL COLUMN E EXPLANATION FORM 


(b)(4) 


1. Registration Number: 22-R-0009 

2. Number of animals used in this study - 30. Number of animals classified as category “Ef - 5. 

3. Species (common name) Rabbits of animals used in this study. 

5. Explain the procedure producing pain and/or distress. 

These animals were dosed with a pharmaceutical compound. 

Three rabbits were found dead with no prior clinical signs and two rabbits were euthanized after 
displaying compound related effects. 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods or 
means used to determine that pain and/or distress relief would interfere with test results. (For 
Federally mandated testing, see question 6 below) 

As soon as there were signs indicating that these animals were experiencing pain or distress, they 
were euthanized. 

6. What if any, federal regulations require this procedure? Cite the agency, the Code of Federal 
Regulations (CFR) title number and the specific section number (e.g., APHIS, 9 CFR 113.102): 

The general reference is 21 CFR 312.23(a)(8). This reference indicates that there are guidelines 
available from the FDA that describe ways in which these requirements may be met More specific 
guidelines may be found in the following: 

3) M3 Nonclinical safety studies for the conduct of human clinical trials for pharmaceuticals 
published in the Federal Register on November 25, 1 997 (62 FR 62922). 

4) Guideline on detection of toxicity to reproduction for medicinal products published in the Federal 
Register on September 22, 1994 (FR 48746). 
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OPTIONAL COLUMN E EXPLANATION FORM 


(b)(4) 


1. Registration Number: 22-R-0009 

2. Number of animals used in this study - 30. Number of animals classified as category “E” - 3. 

3. Species (common name) Rabbits of animals used in this study. 

6. Explain the procedure producing pain and/or distress. 

These animals were dosed with a pharmaceutical compound. 

Two rabbits were found dead with no prior clinical signs and one rabbit was euthanized after 
displaying compound related effects. 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods or 
means used to determine that pain and/or distress relief would interfere with test results. (For 
Federally mandated testing, see question 6 below) 

As soon as there were signs indicating that this animal was experiencing pain or distress, it was 
euthanized. 

6. What if any, federal regulations require this procedure? Cite the agency, the Code of Federal 
Regulations '(CFR) title number and the specific section number (e.g., APHIS, 9 CFR 113.102): 

The general reference is 21 CFR 312.23(a)(8). This reference indicates that there are guidelines 
available from the FDA that describe ways in which these requirements may be met More specific 
guidelines may be found in the following: 

5) M3 Nonclinical safety studies for the conduct of human clinical trials for pharmaceuticals 
published in the Federal Register on November 25, 1 997 (62 FR 62922). 

6) Guideline on detection of toxicity to reproduction for medicinal products published in the Federal 
Register on September 22, 1994 (FR 48746). 


22 




OPTIONAL COLUMN E EXPLANATION FORM 


(b)(4) 


1 . Registration Number: 22-R-0Q09 

2. Number of animals used in this study - 30. Number of animals classified as category “E’ - 9. 

3. Species (common name) Rabbits of animals used in this study. 

7. Explain the procedure producing pain and/or distress. 

These animals were dosed with a pharmaceutical compound. 

Six rabbits were found dead with no prior clinical signs and three rabbits were euthanized after 
displaying compound related effects. 

5 Provide scientific justification why pain and/or distress could not be relieved. State methods or 
means used to determine that pain and/or distress relief would interfere with test results. (For 
Federally mandated testing, see question 6 below) 

As soon as there were signs indicating that these animals were experiencing pain or distress, they 
were euthanized. 

6. What if any, federal regulations require this procedure? Cite the agency, 1 he Code s of ’ Federal 
Regulations (CFR) title number and the specific section number (e.g., APHIS, 9 CFR 1 13.1U2). 

The general reference is 21 CFR 312.23(a)(8). This reference indicates that there are guidelines 
available from the FDA that describe ways in which these requirements may be met More specific 
guidelines may be found in the following: 

7) M3 Nonclinical safety studies for the conduct of human clinical trials for pharmaceuticals 
published in the Federal Register on November 25, 1 997 (62 FR 62922). 

8) Guideline on detection of toxicity to reproduction for medicinal products published in the Federal 
Register on September 22, 1994 (FR 48746). 
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This report is required by law (7 USC 2143) Failure to report according to he regulations 
can 

See attached form for 
additional information 


interagency Report Control No.: 

UNITED STATES DEPA°TMENT OF AGRICULTURE 

ANIMAL ANO F-lANT HEALTH INSPECTION SERVICE 

1. CERTIFICATE NUMBER: 22-R-0028 

CUSTOMER NUMBER: 1 68 

FORM APPROVED f 

0MB NO. 0579-0036 j 

! 

ANNUAL REPORT OF RESEARCH FACILITY 

( TYPE OR PRINT ) 

New Brunswick, NJ 

Bristol-Myers Squibb Company 
P.O.Box 4000 

Princeton, NJ 08543 

Telephone: (609) -252-4000 

Attachment A // 2 

Me 

0 4 2002 


3. REPORTING FACILITY ( list ail locations where animals were housed or used in actual research, testing, or expenmentation. or heid for these purposes. Attach additional sheets if necessary } 


FACILITY LOCATIONS ( Sites ) • See Atached Listing 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY ( Attach additional sheets if necessarv or use APHIS Form 7023A \ 


Animats Covered 
By The Animat 
Welfare Regulations 


4. Dogs 


5. Cats 


6. Guinea Pigs 


, 7. Hamsters 


8. Rabbits 


9. Non-human Primate 


10. Sheep 


11. Pifc 


1 2. Other Farm Animals 


Number of 
animals being 
bred. 

conditioned, or 
held for use »n 
teaching, 
testing, 
expen ments. 
research, or 
surgery but not ye 


C. Numoer of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pam- 
reiteving drugs. 


Number of animals 
upon which 

expen ments. teaching, 
research, surgery, or 
tests were conducted 
involving 

accompanying pain or 
distress to the animals 
and for which 
appropnatt anesthetic, a 


E. Number of animals upon which teaching, 
ex pen ments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of apprcpnate 
anesthetic, analgesic or tranquitizmg drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, experiments, 
surgery, or tests. ( An explanation of the procedures 
producing pain or distress in these animals and the 
reasons such drugs were not used must be attached to 


TOTAL NUMBER 
OF ANIMALS 

( COLUMNS 
C + D + E ) 


267 

12 

0 

0 

0 

0 




1} Professionally acceptable standards governing the can, treatment, and use of animals, including appropriata use of anestetic analgesic and tranquillizing drugs, pnor to, dunng, and following 
actual research, teaching, testing, surgery, or ex per im entation were followed by his research facility. 

2) Each pnnapai investigator has considered alternatives to painful procedures. 

3) This faculty is adhering to the standards ad regulations under the Act and it has required that exceptions to the standards and regulations be speeded and explained by the pnnapai 
investigator and approved by the Institutional Animal Care end Use Committee (IACUC). A summary of all such exceptions la attached to this annual report In addition to identifying the 
lACUC-approved exceptions, this summery includes • brief explanation of he exceptions, as well as the species and number of animal* affected. 

4) The attending v*t«nn*nan for his ras**n=h faaiitv.has annmonate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and 
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Special Use: 



2002 


Column E Explanation 

This form is intended as an aid to completing the Column E explanation. It is not an official form 
and its use is voluntary. Names, addresses, protocols, veterinary care programs, and the like, 
are not required as part of an explanation. A Column E explanation must be written so as to be 
understood by lay persons as well as scientists. 


1 . Registration Number: 22-R-0028 


2. Number: 190 of animals used in studies. » 


3. Species (common name): Rabbits of animals used in studies 


4. Explain the procedure producing pain and /or distress. 


The Eleven Rabbits included in column “E" was used in routine toxicity studies of new 
pharmaceutical compounds. New pharmaceutical compounds administered by the oral 
route(s) elicited a range of side effects some adverse, which are attributed to compound 
administration. 


5. Provide scientific justification why pain and/or distress could not be relieved. State methods 
or means used to determine that pain and/or distress relief would interfere with test results. 
(For federally mandated testing see Item 6 below) 

These studies were conducted as part of a series of tests leading to potential further drug 
development in humans. Oral toxicity tests were performed in compliance with Good 
Laboratory Practice Regulations of the Food and Drug Administration (FDA). The use of 
anesthetic, analgesic, or tranquilizing agents was not possible in any of these studies 
because of their potential interference with the toxicity profile of the new pharmaceutical 
compounds being tested. 


6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal 
Regulations (CFR) title number and the specific section number (e.g. APHIS, 9 CFR, 
113.102): 

FDA: Guidance For Industry M3 Nonclinical Safety Studies For The Conduct Of Human . 
Clinical Trials For Pharmaceuticals, Federal Register, Vol. 62, November 25, 1997, page 
62922, Docket No. 97D-0147. 





Special Use: 


Column E Explanation 


0 4 2002 


This form is intended as an aid to completing the Column E explanation. It is not an official form 
and its use is voluntary. Names, addresses, protocols, veterinary care programs, and the like, 
are not required as part of an explanation. A Column E explanation must be written so as to be 
understood by lay persons as well as scientists. 


1. Registration Number: 22-R-0028 


2. Number: 3 of animals used in studies. 


3. Species (common name): Cynomolgus Macaque of animals used in studies 


4. Explain the procedure producing pain and /or distress. 


The one cyno included in column “E” was used in routine toxicity studies of new 
pharmaceutical compounds. New pharmaceutical compounds administered by the oral 
route(s) elicited a range of side effects some adverse, which are attributed to compound 
administration. 


5. Provide scientific justification why pain and/or distress could not be relieved. State methods 
or means used to determine that pain and/or distress relief would interfere with test results. 
(For federally mandated testing see Item 6 below) 

These studies were conducted as part of a series of tests leading to potential further drug 
development in humans. Oral toxicity tests were performed in compliance with Good 
Laboratory Practice Regulations of the Food and Drug Administration (FDA). The use of 
anesthetic, analgesic, or tranquilizing agents was not possible in any of these studies 
because of their potential interference with the toxicity profile of the new pharmaceutical 
compounds being tested. 


6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal 
Regulations (CFR) title number and the specific section number (e.g. APHIS, 9 CFR, 
113.102): 

FDA: Guidance For Industry M3 Nonclinical Safety Studies For The Conduct Of Human 
Clinical Trials For Pharmaceuticals, Federal Register, Vol. 62, November 25, 1997, page 
62922, Docket No. 97D-0147. 



The following IACUC - approved exceptions to the dog exercise plan and Non-human 
primate plan for environmental enhancement also occurred between October 1, 2001, and 
September 30, 2002. Our dogs are given the opportunity for routine self-exercise in 
spacious indoor-outdoor runs. During the USDA accounting for research use, October 1, 
2001, to September 30, 2002 approximately 202 of the dogs listed in column C and D on 
our Form 7023 spent one to three separate twenty-four hour periods (depending on the 
length of the study) in housing cages designed to collect urine metabolites. These urine 
collections are a required step in FDA/GLP required study conduct under CFR 21 58.3. 
Due to the critical nature of obtaining proper study data from the urinary output, the New 
Brunswick IACUC approved the suspension of the dog exercise program for scientific 
reasons during the 24-hour period in which urine is collected. After urine collection is 
complete the dogs are immediately returned to their housing runs and again given the 
opportunity for daily self-exercise. 

Also during research use between October 1, 2001, and September 30, 2002, three Non- 
human primates listed in column B and C of our 7023 form were allowed by the BMS 
New Brunswick IACUC to be housed for a period of time singularly for their own safety 
and well being. They were deemed by our Clinical Veterinarian to not be compatible 
when housed in groups of 2 or 3 as were the other Non-Human primates listed in 
categories B and C for this reporting period. During the time these monkeys remained 
housed singularly they received an additional enrichment program as recommended by 
our clinical Veterinarian 


Sincerely, 


(b)(6), (b)(7)c 


Dr. D. M. Stark D24-01 
609-252-4820 





FACILITY LOCATIONS ( Sites ) - See Atached Listing 


^REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY f Attach additional sheets if necassarv or use APHIS Form 7Q23A 1 
A. ^""T^3^INumb<w^D^nimals^"" l, "^™T^E l !" , Nu^Oe^jf^inimal^uoo^wh!cn^eachma^" 


Animals Covered 
By The Animal 
Welfare Regulations 


4. Dogs 


5. Cats 


6. Guinea Pigs 


z 7. Hamsters 


8. Rabbits 


9. Non-human Primate 


10. Sheep 


ii. Pigs 


1 2. Other Farm Animals 


13. Other Animals 


Gerb: 


B. Number of 
animals being . 
bred. 

conditioned, or 
held for use m 
teaching, 
testing, 
expen ments. 
research, or 
surgery but not ye 


C. Number of 
antmais upon 
which teaching, 
research, 
expenments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pam- 
reiieving drugs. 


D. Number of animals 
upon which 
expenments, teacnmg. 
research, surgery, or 
tests were conducted 
involving 

accompanying pam or 
distress to the animals 
and for which 
appropnate anesthetic, a 


E. Number of animals upon which teaching, 
expenments. research, surgery or tests were 
conducted involving accompanying pam or distress 
to the animals and for which the use of appropnate 
anesthetic, analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, expenments. 
surgery, or tests. ( An explanation of the procedures 
producing pain or distress in these animals and tne 
reasons such drugs were not used must be attached to 


TOTAL NUMBER 
OF ANIMALS 

( COLUMNS 
C + D + E ) 



19 

17 

36 

o 

0 

0 

56 

0 

56 

25 

0 j 

25 

0 

129 

129 

6 

32 

38 

0 

0 

0 

0 

0 

0 

0 

0 

0 


1 ) Professionally acceptable standards governing the cere, treatment, and use of animals, including appropriate use of anastatic, analgesic, and tranquilizing drugs, prior to, during, and following 
actual research, teaching, tasting, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards end regulations be specified and explained by the pnncpal 
investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A summary of all such exceptions is attached to this annual report. In addition to identifying the 
lACUC-approved exceptions, this summery includes a brief explanation of the exceptions, as well as the speoes and number of animals affected. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
re Officer or Legally Responsible Institutional Official ) 



NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL ( Type or Prmt 



1 


HCC. 


£- 


APHIS FORM 7023 
( AUG 91 ) 


(ete. 


























































Special Usa: 


fj c r , 

Column E Explanation ' * U <i 2002 

This form is intended as an aid to completing the Column E explanation. It is not an official form and its use is 
voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not required as part of an 
explanation. A Column E explanation must be written so as to be understood by lay persons as well as scientists 


1 . Registration Number: ‘ 22-R-0028 

2. Number ££ of animals used in this study. 

3. Species (common name) gerbxl of animals used in the study. 

4. - Explain the procedure producing pain and/or distress. 

Gerbils were used in a study to assess the therapeutic efficacy of 
antidepressant and anxiolytic compounds. Gerbils were dosed with test 
compounds either orally or parenterally . Fifteen to sixty minutes after dosing, 
the gerbils were placed individually into a 10" high, 7" diameter glass beaker 
filled with 22-26° C water to a level of 6.5". For a period o£ 6 minutes the 
gerbil's swimming behaviors were evaluated and measured (ex. immobility, climbing, 
swimming). Subjects were closely monitored during the study. At the conclusion 
of the study gerbils were euthanatized with carbon dioxide. 


5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. (For Federally mandated testing, 
see Item 6 below) 

The use of analgesics or anesthetics to xelieve the distress associated 
with this procedure would interfere with the assessment of novel compounds 
for the treatment of anxiety and depression. This behavioral paradigm is 
used to detect potential antidepressants and anxiolytics which produce their 
pharmacological effects through similar mechanisms of action as the analgesics 
;and anesthetics. 


6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal Regulations 
(CFR) title number and the specific section number (e.g., APHIS, 9 CFR 1 13.102): 

Agency CFR 



This report is required by law {7 USC 2143). Failure to report according to the regulations 
can 

See attached form for 
additional information 

Interagency Report Control No.: 

UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

1. CERTIFICATE NUMBER: 22-R-0028 

CUSTOMER NUA^CER: 1 68 

FORM APPROVED 

OM8 NO. 0579-0036 

ANNUAL REPORT OF RESEARCH FACILITY 

( TYPE OR PRINT ) 

Bristol-Myers Squibb Company 

P.O. Box 4000 

Princeton, NJ 08543 

Me , 

Telephone: (609) -252-4000 

' J 4 2002 

(East) Syracuse, NY 

Attachment C 


|3. REPORTING FACILITY ( List all locations where animals were housed or used in actual research, testing, or expen mentation, or held for these purposes. Attach additional sheets if necessary ) | 


FACILfTY LOCATIONS { Site* ) - See Atached Listing 


J~REPORT OF ANIMALS USED BY OR UNDER CO.JTF.OL OF RESEAR 

CH FACILITY f Attach additional sheets if necessarv or use APHIS Form 7023A \ | 

A. 

Animal* Covered 

By The Animal 
Welfare Regulation* 

B. Number of 
animals being 
bred. 

conditioned, or 
held for use in 
teaching, 
testing, 
expen ments, 
research, or 
surgery but not ye 

C. Number of 
animals uoon 
which teaching, 
research, 
experiments, or 
tests were 

conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 

D. Number of animals 
upon which 
expenments. teaching, 
research, surgery, or 
tests were conducted 
involving 

accompanying pain or 
distress to the animals 
and for which 
appropnate anesthetic, a 

E. Number of animals upon which teaching, 
expenments. research, surgery or tests were 
conduced involving accompanying pain or distress 
to the animals and for which the use of appropnate 
anesthetic analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, expenments. 
surgery, or tests. ( An explanation of the procedures 
produeng pain or distress in these animals and the 
reasons such drugs were not used must be attached to 

F. 

TOTAL NUMBER 
OF ANIMALS 

( COLUMNS 
C+D+E) 

4. Dogs 

62 

' 97 

3 

38 

138 

5. Cats 






6. Guinea Pigs 


15 

00 
r— ( 

- 

33 

7. Hamsters 






8. Rabbits 

0 

16 

- 

- 

16 

9. Non-human Primate 

53 

164 

29 

18 

211 

10. Sheep 






11. Pi(|S 






1 2. Other Farm Animals 









( 



13. Other Animals 


- 




' 


• V 

















| ASSURANCE STATEMENTS 


1) Professionally acceptable standard* governing the care, treatment, and 
actual research, teaching, testing, surgery, or experimentation were 


use of animals, including appropriate use of anastatic, analgesic, and tranquillizing drugs, pnor to, dunng, and following 
by this research facility. 


2) Each principal investigator has considered alternatives to painful procedures. 


3) This facility is adhering to the stand* t»* and regulations under the Act and it has required that exceptions to the standards and regulations be specified and explained by the pnndpal 

investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary of alt such exceptions is attached to this annual report In addition to identifying the 
iACUC-approved exceptions, this sur.v.w; indudes a brief explanation of the excaption*, a* well a* the specie* and number of animals affected. 


4) The attending veterinarian for thi* resea.'J'. facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
• Executive Officer or Legally Responsible Institutional Official ) 

SIGNATURE OF C-E.O. O 

MAMF A Tm F OF O P O OR INSTITUTIONAL OFFICIAL t Tvnm or Print 

DATE SIGNED 

y/ /f$ 


APHIS FORM 7023 
( AUG 91 ) 


cn is obsolete. 


hre 


n 'A 



Column E Explanation 


OEC 0 4 2002 


This form is intended as an aid to completing the Column E explanation. It is not an official form 
and its use is voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not 
required as part of an explanation. A Column E explanation must be written so as to be understood 
by lay persons as well as scientists. 


1. Registration Number: 22-R-0028 

2. Number of animals used in studies: 138 

3. Species of animals used in studies: Dogs 

4. Explain the procedure producing pain and/or distress. 

Of the 138 dogs used in routine toxicity studies of new pharmaceutical compounds at this site, 

38 were included in Column “E”. New pharmaceutical compounds were administered to 
these animals by the oral and intravenous routes. Some compounds administered by each of 
these routes elicited adverse side effects, which led to inclusion of these animals in “Column 
E”. 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods 
or means used to determine that pain and/or distress relief would interfere with test results. 

(For federally mandated testing, see Item 6 below) 

These studies were conducted as part of a series of tests leading to potential further drug 
development in humans. Oral and intravenous toxicity tests were performed in compliance 
with Good Laboratory Practice Regulations of the Food and Drug Administration (FDA). 

The use of anesthetic, analgesic, or tranquilizing agents was not possible in any of these 
studies because of their potential interference with the toxicity profile of the new 
pharmaceutical compounds being tested. 

Summary of Exceptions: 

A total of 75 dogs on 7 separate toxicity studies were exempted from exercise during the 
course of this reporting period. This was done for personnel safety reasons due to the 
characteristics of the compounds being tested. There were no other exceptions to USDA 
standards and regulations that applied to these animals during the reporting period. 

6. What, if any, federal regulations require this procedure? Cite the agency, the Code of Federal 
Regulations (CFR) title number and the specific section number (e.g.. APHIS. 9 CFR. 

113.102): 

FDA: Guidance for Industry M3 Nonclinical Safety Studies For the Conduct of Human 
Clinical Trials for Pharmaceuticals. Federal Register, Vol. 62, November 25, 1997. Page 
62922. Docket No. 97D-0 1 47. 

C- ^3 




Column E Explanation 


This form is intended as an aid to completing the Column E explanation. It is not an official form 
and its use is voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not 
required as part of an explanation. A Column E explanation must be written so as to be understood 
by lay persons as well as scientists. 


1. Registration Number: 22-R-0028 

2. Number of animals used in studies: 211 

3. Species of animals used in studies: Nonhuman primates 

4. Explain the procedure producing pain and/or distress. 

Of the 2 1 1 nonhuman primates used in routine toxicity studies of new pharmaceutical 
compounds at this site, 1 8 were included in ‘'Column E”. New pharmaceutical compounds 
were administered to these animals by the intravenous and oral routes. Some compounds 
administered orally elicited adverse side effects, which led to inclusion of these animals in 
"Column E’\ 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods 
or means used to determine that pain and/or distress relief would interfere with test results. 
(For federally mandated testing, see Item 6 below) 

These studies were conducted as part of a series of tests leading to potential further drug 
development in humans. Oral toxicity tests were performed in compliance with Good 
Laboratory Practice Regulations of the Food and Drug Administration (FDA). The use of 
anesthetic, analgesic, or tranquilizing agents was not possible in any of these studies because 
of their potential interference with the toxicity profile of the new pharmaceutical compounds 
being tested. 

Summary of Exceptions: 

No exceptions to USDA standards and regulations applied to these animals during the 
reporting period. 

6. What, if any, federal regulations require this procedure? Cite the agency, the Code of Federal 
Regulations (CFR) title number and the specific section number (e.g., APHIS, 9 CFR, 
113.102): 

FDA: Guidance for Industry M3 Nonclinical Safety Studies For the Conduct of Human 
Clinical Trials for Pharmaceuticals, Federal Register, Vol. 62. November 25. 1997. Page 
62922, Docket No. 97D-0 147. 


This report is required Dy law (7 USC 2143). Failure to report according to the regulations 
can 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


ANNUAL REPORT OF RESEARCH FACILITY 

( TYPE OR PRINT ) 


Mount Vernon (Evansville) IN 


Se« attache*" 1 form for 
additional information 



Interagency Report Control No.: 


FORM APPROVED 
OMB NO. 0573-0036 


Bristol-Myers Squibb Company 
P.O. 8ox 4000 
Princeton, NJ 08543 

Telephone: (609) -252-4000 


o 4 2002 


Attachment D 


3. REPORTING FACIUTY ( Ust all locations where animals were housed or used in actual research, testing, or experimentation, or held for these purposes. Attach additional sheets if necessary ) 


FACILITY LOCATIONS ( Sites ) * See Atached Listing 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY l Attach additional sheets If necassarv or use APHIS Form 7023A \ 


Animals Covered 
By The Animal 
Welfare Regulations 


4. Dogs 


5. Cats 


6. Guinea Pigs 


z 7. Hamsters 


8. Rabbits 


9. Non-human Primate 


10. Sheep 


11. Pi£s 


12. Other Farm Animals 


B. Number of - 
animals being 
bred. 

conditioned, or 
held for use in 
teaching, 
testing, 
experiments, 
research, or 
surgery but not ye 


E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conduced involving accompanying pain or ci stress 
to the animals and for which the use of appropnate 
anesthetic, analgesic, or tranquiiiztng drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, experiments, 
surgery, or tests. ( An explanation of the procedures 
producing pain or distress in these animals and the 
reasons such drugs were not used must be attached to 


total numb -n 

OF ANIMALS 

( COLUMNS 
C + D + E) 



1) Professionally acceptable standards governing the cart, treatment, and use of animals, including appropriate use of anastatic, analgesic, and traoqmlizing drugs, prior to. during, and following 
actual research, teaching, tasting, surgery, or expenmentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that sxceptions to the standards and regulations be specified and explained by the principal 
investigator and approved by the Institutional Animal Cara and Use Committee (IACUC). A summary of all such exceptions is attached to this annual report In addition to identifying the 
lACUC-epproved exceptions, this summary indudes a brief explanation of the exceptions, ss wall as the species and number of animals affected. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversea the adequacy of other aspects of animal care and 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
Officer or Legally Responsible Institutional Official ) 


SIGNATURE OF C.E.O. OR II 


APHIS FORM 7023 
(AUG 91 J 
































































Special Use: 


Column E Explanation 


Otc 


to 4 2GD2 


This form is intended as an aid to completing the Column E explanation. It is not an official form 
and its use is voluntary. Names, addresses, protocols, veterinary care programs, and the like, 
are not required as part of an explanation. A Column E explanation must be written so as to be 
understood by lay persons as well as scientists. 


1. Registration Number: 22-R-0028 


2. Number: 101 of animals used in studies. 


3. Species (common name): Dogs of animals used in studies 


4. Explain the procedure producing pain and /or distress. 


The 2 dogs included in column “E” were used in routine toxicity studies of pharmaceutical 
compounds. New pharmaceutical compounds administered by the oral route elicited a range 
of side effects some adverse, which are attributed to compound administration. 


5. Provide scientific justification why pain and/or distress could not be relieved. State methods 
or means used to determine that pain and/or distress relief would interfere with test results. 
(For federally mandated testing see Item 6 below) 

These studies were conducted as part of a series of tests leading to potential further drug 
development in humans. Oral toxicity tests were performed in compliance with Good 
Laboratory Practice Regulations of the Food and Drug Administration (FDA). The use of 
anesthetic, analgesic, or tranquilizing agents was not possible in any of these studies 
because of their potential interference with the toxicity profile of the new pharmaceutical 
compounds being tested. 


6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal 
Regulations (CFR) title number and the specific section number (e.g. APHIS, 9 CFR, 
113.102): 

FDA: Guidance For Industry M3 Nonclinical Safety Studies For The Conduct Of Human 
Clinical Trials For Pharmaceuticals, Federal Register, Vol. 62, November 25, 1997, page 
62922, Docket No. 97D-0147. 


Special Use: 


Me 


0 4 2002 


Column E Explanation 

This form is intended as an aid to completing the Column E explanation. It is not an official form 
and its use is voluntary. Names, addresses, protocols, veterinary care programs, and the like, 
are not required as part of an explanation. A Column E explanation must be written so as to be 
understood by lay persons as well as scientists. 


1. Registration Number: 22-R-0028 


2. Number: 60 of animals used in studies. 


3. Species (common name): Rabbit of animals used in studies 


4. Explain the procedure producing pain and /or distress. 


The rabbit included in column “E” was used in routine toxicity studies of new pharmaceutical 
compounds. New pharmaceutical compounds administered by the intramuscular route 
elicited a range of side effects, some adverse, which were attributed to compound 
administration. 


5. Provide scientific justification why pain and/or distress could not be relieved. State methods 
or means used to determine that pain and/or distress relief would interfere with test results. 
(For federally mandated testing see Item 6 below) 

These studies were conducted as part of a series of tests leading to potential further drug 
development in humans. Intramuscular toxicity tests were performed in compliance with 
Good Laboratory Practice Regulations of the Food and Drug Administration (FDA). The use 
of anesthetic, analgesic, or tranquilizing agents was not possible in any of these studies 
because of their potential interference with the toxicity profile of the new pharmaceutical 
compounds being tested. 


6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal 
Regulations (CFR) title number and the specific section number (e.g. APHIS, 9 CFR, 
113.102): 

FDA: Guidance For Industry M3 Nonclinical Safety Studies For The Conduct Of Human 
Clinical Trials For Pharmaceuticals, Federal Register, Vol. 62, November 25, 1997, page 
62922, Docket No. 97D-0147. 



This report is required by law (7 USC 2143). Failure to report according to the regulations can 
result in an order to cease and desist and to be subject to penalties as provided for in Section 2150. 


See reverse side (or 
additional information. 


Interagency Report Control No 
01 80-DOA-AN 


I 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


1/01/02 - 09/30/02 

ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 

Experimental Station - Site 006 
Wilmington , _ DE_ 


1. REGISTRATION NO. 22-R-0028 

Customer number: 168 


form approved 
OMB NO. 0579-0036 


2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with US DA. 
include Zip Code) 

Bristol-Myers Squibb Company Attachment E 


PO Box 4000 

Princeton, NJ 08543 .DEC () 4 2002 

Telephone Number: 609-252-4000 


3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes. Attach additional 
sheets if necessary.) 


FACILITY LOCATIONS (Sites) 



REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS FORM 7023A) 


Animals Covered 
By The Animal 
Welfare Regulations 


B. Number ol 
animals being 
bred, 

conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 


C Number of 
animals upon 
which leaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use ol pain- 
relieving drugs. 


0- Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic, analgesic, or 
tranquillzing drugs were 
used. 


Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and lor which the use ol appropriate 
anesthetic, analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, 
experiments, surgery, or tests. (An explanation ot 
the procedures producing pain or distress in these 
animats and the reasons such drugs were not used 
must be attached to this report ). 


TOTAL NO. 
OF ANIMALS 


(Cols. C + 
D ♦ E) 


4. Doas 


5. Cats 


6. Guinea Pias 


7. Hamsters 


8. Rabbits 



1) . Professionally acceptable standards governing the care, treatment, and use ol animals, including approbate use of anesthetic, analgesic, and tranquilizing drugs, prior to. during, 

and following actual research, leaching, testing, surgery, or experimentation were followed by this research facility. 

2) . Each principal investigator has considered alternatives to painful procedures. 

3) . This facility is adhering lo the standards and regulations under the Act. and it has required that exceptions to the standards and regulations be specified and explained by the 

principal investigator and approved by the Institutional Animal Care and Use Committee (1ACUC). A summary of all such exceptions is attached to this annual report. In 
addition to identifying the lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number ol animals affected. 

4) . The attending veterinarian tor this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of 

animal care and use. 


CERTIFICATION BY HEADQUARTES RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional Official) 

I certify that the above is true, correct, and complete (7 U.S.C. Section 2143). 


NAME A TITLE OF C.EO. OR INSTITUTIONAL OFFICIAL ( Type or Print) 




APHIS FORM 7023 (Recflaces'VS FORMMfef ‘(6CT 38). which is obsolete.) 




































































Column E Explanation 


This form is intended as an aid to completing the Column E explanation. It is nofah 0 4 
official form and its use is voluntary. Names, addresses, protocols, veterinary care 
programs, and the like, are not required as part of the explanation. A column E 
explanation must be written so as to be understood by lay persons as well as scientists. 

1. Registration Number: 22-R-0028 
Customer ID: 168 

Site Number: 006 Experimental Station 

2. Number of animals (total) used in this study: 12 

Number of animals, in this study, classified as Category E: 4 

3. Species of animal used in this study: Dog 

4. Explain the procedure producing pain and/or distress. 

Study Number: T02-2-3 

Length of Study: 10 days (toxicity study to evaluate the safety of a new drug 
candidate) 

Compound Class: CNS 

Dog #3614841 (3001M) Signs Onset: Day 5 

On study day 5, this dog experienced seizures, was in lateral recumbency, and 
demonstrated increased respiratory effort. Temperature was 1 0 1 . 1 F, heart rate 
1 00 bpm, and respiratory rate 28 bpm. The animal was euthanized within one 
hour after seizures were observed. This study was a 10-day toxicity study. The 
appearance of seizures was interpreted to be drug related. Anesthetics, analgesics, 
tranquilizers were not used at the outset of the study due to the potential to 
interfere with interpretation of study results. A complete necropsy was 
conducted, and tissues collected for histopathology. Previous signs included 
loose stool on day 2 and a small amount of emesis on day 3. 

Dog #3600050 (3002M) Signs Onset: Day 6 

On study day 6, this animal was lethargic, not eating, and had demonstrated 
seizure activity and increased respiratory effort. Temperature was 101.2F, heart 
rate 80 bpm, and respiratory rate 36 bpm. The study was a 10-day toxicity study. 
The decision was made to euthanize the animal since the seizure activity was 
thought to be an effect of the compound. These events occurred on a weekend. 
Appropriate staff were contacted in order to make the decision to euthanize. The 
animal wns euthanized six hours after the observation of seizure activity. 
Anesthetics, analgesics, tranquilizers were not used at the outset of the study due 
to the potential to interfere with interpretation of study results. A complete 
necropsy was conducted, and tissues collected for histopathology. Previous 


clinical signs included loose stool on day 3 and a small amount of emesis on day 
5. 

Dog #3608239 (3502F) Signs Onset: Day 6 

On study day 8, this animal demonstrated seizure activity and increased 
respiratory effort. Temperature was 100 F; heart rate 80 bpm; respiratory rate 40 
bpm; mucous membranes light pink in color, and capillary refill time 2 seconds. 
The study was a 10-day toxicity study. The seizure activity was thought to be 
related to an effect of the drug. The animal was euthanized approximately 1.5 
hours after the seizures were noted. Anesthetics, analgesics, tranquilizers were 
not used at the outset of the study due to the potential to interfere with 
interpretation of study results. A complete necropsy was conducted, and tissues 
collected for histopathology. Previous clinical signs included loose stool on day 
3. small amount of emesis on day 4, and seizure activity and lateral recumbency 
following dosing on days 6 and 7, from which the animal recovered. 

Dog #3608379 (350 IF) Signs Onset: Day 5 

On study day 7, this animal demonstrated seizure activity, loose black tarry stool, 
lateral recumbency, and emesis. The dog was euthanized within 1.5 hours of 
noting signs. This was a 10-dav toxicity study. Seizure activity was thought to be 
drug related. Anesthetics, analgesics, tranquilizers were not used at the out set of 
the study due to the potential to interfere with interpretation of study results. A 
complete necropsy was conducted, and tissues collected for histopathology. 
Seizure activity was noted on days 5 and 6. but associated with time of dosing and 
clinical recovery. 

5. Provide scientific justification why pain and/or distress could not be relieved. 

State methods used to determine that pain and/or distress relief would interfere 
with test results, (for Federally mandated testing, see Item 6 below). 

The use of anesthetics, analgesics or tranquilizers agents was not possible in 
any of these cases because of expected interference with the toxicity profile 
evaluation for this new pharmaceutical compound being tested. AH 4 dogs 
were euthanized as soon as possible to relieve pain and distress. 

6. What, if any, federal regulations require this procedure? Cite the agency, the 
Code of Federal Regulations (CFR) title number and the specific section number 
(e.g., APHIS, 9 CFR 113.102): 

Agency: NA CFR: NA 


<r- 3 /t- 


Column E Explanation 


0 4 2002 


This form is intended as an aid to completing the Column E explanation. It is not an 
official form and its use is voluntary. Names, addresses, protocols, veterinary care 
programs, and the like, are not required as part of the explanation. A column E 
explanation must be written so as to be understood by lay persons as well as scientists. 

1. Registration Number: 22-R-0028 
Customer ID: 168 

Site Number: 006 Experimental Station 

2. Number of animals (total) used in this study: 50 

Number of animals, in this study, classified as Category E: 2 

3. Species of animal used in this study: Rabbit 

4. Explain the procedure producing pain and/or distress. 

Study Number: 2002/07/10A 
Length of Study: >30 days 
Compound Class: Cardiovascular 

Rabbits were anesthetized 35/5 mg/kg i.m. ketamine/xylazine combination. 
Rabbits were shaved and prepared for aseptic (sterile) surgical procedure of the 
left femoral region. Anesthesia was maintained by 1-2% isoflurane/oxygen 
inhalant by mask. 

An incision was made over the left femoral region. The left femoral artery was 
gently isolated form the surrounding tissues and ligated distally. Small forceps 
were placed under the artery to increase exposure. A second ligature was loosely 
placed proximally on the artery. A small incision (between the forcep jaws) was 
made in the artery to allow for insertion of a 3F Fogerty (balloon) catheter. The 
jaws of the forceps holding the artery up controlled any unwanted bleeding. The 
“balloon" catheter was inserted into the artery and advanced - 30cm into the 
aorta. The balloon was inflated (0.2 CC saline) and withdrawn to the 
aortic/femoral branch and deflated. This procedure was repeated three times and 
the balloon catheter was removed. The proximal ligature was tightened and the 
surgical site irrigated with sterile saline. A muscle and skin closure were 
performed with 4-0 PDS II “dissolving" sutures. Rabbits were recovered and 
given 5 mg/kg i.m. xylazine for post-op pain. Rabbits are maintained for 8-10 
weeks on high cholesterol diet. After 8-10 weeks have passed, the terminal 
portion of the experiment is performed under anesthesia. After recovery, even 
weeks out. some foot and skin sores have appeared (left leg only). Loss of use of 
leg(s) have occurred due to clot formation in the lower aorta. Upon examination, 
rabbits do react as if these sores are painful (loss of appetite or reflex response). 
Antibiotic ointment are applied and IM antibiotics can be used where necessary. 
Mutilation of sore and toes could be from compromised blood supply, unwanted 


clot formation, or nerve damage. These signs are treated as soon as they are 
observed. Surgical repairs (under anesthesia) are performed when needed. If 
surgical repair is not possible, rabbits are sedated and euthanized by I.V. 
barbiturate overdose. 

Provide scientific justification why pain and/or distress could not be relieved. 
State methods used to determine that pain and/or distress relief would interfere 
with test results, (for Federally mandated testing, see Item 6 below). 

Although not apparent, some pain and or distress could be taking place for 
mutilations, loss of use of leg(s) and large sores to appear. However, only a small 
number of rabbits have appeared with these symptoms. When these symptoms 
appear, they are treated promptly. If a symptom becomes so severe (not 
responding to treatments) as to compromise normal physiologic function (as 
determined by DVM) and surgical repair is not possible, the rabbit is euthanized. 

What, if any, federal regulations require this procedure? Cite the agency, the 
Code of Federal Regulations (CFR) title number and the specific section number 
(e.g., APHIS, 9 CFR 113.102): 


Agency: NA 


CFR: NA 


Column E Explanation 


0 4 20Q2 


This form is intended as an aid to completing the Column E explanation. It is not an 
official form and its use is voluntary. Names, addresses, protocols, veterinary care 
programs, and the like, are not required as part of the explanation. A column E 
explanation must be written so as to be understood by lay persons as well as scientists. 

1 . Registration Number: 22-R-0028 
Customer ID: 168 

Site Number: 006 Experimental Station 

2. Number of animals (total) used in this study: 5 

Number of animals, in this study, classified as Category E: 5 

3. Species of animal used in this study: Squirrel Monkeys 

4. Explain the procedure producing pain and/or distress. 

Study Number: 2001/10/11A 
Length of Study: >30 days 
Compound Class: CNS 

Five monkeys are trained on a conflict procedure, used as an animal model of 
anxiety. In the presence of one stimulus, animals press a lever to obtain food and 
in the presence of another stimulus, animals press a lever for food but also receive 
a negative stimulation. This causes a decrease in response rate, an effect reversed 
by anxiolytic drugs. The negative stimulation is delivered to the tail and is 
contingent upon animal’s behavior. This electrical stimulation is of mild to 
moderate intensity (not to exceed 1.5 ma) and is brief (less than 500 msec). No 
more than 20 stimulation events in a session are delivered. Animals quickly leam 
not to press the lever in the presence of the stimulus signaling food and 
stimulation so after the initial training period, few stimulation s are administered 
in the absence of drugs. 

5. Provide scientific justification why pain and/or distress could not be relieved. 
State methods used to determine that pain and/or distress relief would interfere 
with test results, (for Federally mandated testing, see Item 6 below). 

The measure of anxiolytic effects in this procedure is the reversal of stimulation 
induced suppression of lever pressing. Therefore, during training, animals are 
subjected to stimulation in order to suppress their responding. This stimulation is 
'‘escapable” (if the animal does not press the lever, it will not receive stimulation). 
When this stimulation induced suppression of responding is reversed, the animals 
are subjected to more stimulation, but this reversal occurs only when auxiolytic 
drugs (tranquilizers) are administered. Since the main measure of the study 



depends on stimulation induced suppression of responding, pain relief would 
interfere with test results. 

6. What, if any, federal regulations require this procedure? Cite the agency, the 

Code of Federal Regulations (CFR) title number and the specific section number 
(e.g., APHIS, 9 CFR 113.102): 

Agency: NA CFR: NA 


r- % 


APPENDIX B 


0 4 2002 

Location of BMS - Research Facilities 
(Revised 9/26/02) 


Licensee/Registrant Name: 

Bristol-Myers Squibb Company 

Licensee/Registrant Number: 

22-R-0028 

A. New Jersey (All within 35 mile radius) 

#1 Name/Department: 

Veterinary Sciences 

Address: 

Route 206 & Provinceline Road 


Lawrenceville, NJ 08648 

Building: 

G 1 and G2 

Floor/Room: 

NA 

Contact Person: 

■(b)(6), (b)(7)c 

#2 Name/Department: 

Veterinary Sciences 

Address: 

One Squibb Drive 


New Brunswick, NJ 08903 

Building: 

83, 125, 133, and 134 

Floor/Room: 

NA 

Contact Person: 

■(b)(6), (b)(7)c 

#3 Name/Department: 

Veterinary Sciences 

Address: 

76 Fourth Street 


Somerville, NJ 08876 

Building: 

NA 

Floor/Room: 

NA 

Contact Person: 

■(b)(6), (b)(7)c 

#4 Name/Department: 

Veterinary Sciences 

Address: 

3 1 1 Pennington-Rocky Hill Road 


Pennington, NJ 08543 

Building: 

17 

Floor/Room: 

NA 

Contact Person: 

■(b)(6), (b)(7)c 
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APPENDIX B (continued) 


Licensee/Registrant Name: 
Licensee/Registrant Number: 

B. Connecticut 

Name/Department: 

Address: 

Building: 

Floor/Room: 

Contact Person: 

C. New York 

Name/Department: 

Address: 


Building: 

Floor/Room: 

Contact Person: 

D. Indiana 

Name/Department: 

Address: 

Building: 

Floor/Room: 

Contact Person: 

E. Delaware 

Name/Department: 

Address: 

Building: 

Floor/Room: 

Contact Person: 


Location of BMS - Research Facilities 
(Revised 9/26/02) 

Bristol-Myers Squibb Company 

22-R-0028 


Bristol-Myers Squibb Company 
5 Research Parkway 
Wallingford, CT 06492-7660 
Vivarium 
N/A 


(b)(6), (b)(7)c 


Bristol-Myers Squibb Company 
POB 4755 

6000 Thompson Road 

East Syracuse, NY 13221-4755 

32,32A,6A 

N/A 


(b)(6), (b)(7)c 


Bristol-Myers Squibb Company 
2400 W. Lloyd Expressway 


101 

N/A 


(b)(6), (b)(7)c 


Bristol-Myers Squibb Company 
Rt. 141 & Henry Clay Road 
E400 
N/A 


(b)(6), (b)(7)c 
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FACILITY LOCATIONS ( Sites ) - See Atached Listing 


I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY l Attach additional sheets if necessarv or use APHIS Form 7023A ) 

1 ! — 1 I 111 . I ll1 1 "" " 11 — ' 


A. 

Animals Covered 

By The Animal 
Welfare Regulations 

B. Number of * 
animals being 
bred. 

conditioned, or 
held for use in 
teaching, 
testing, 
experiments, 
research, or 
surgery bul not ye 

C. Number of 
animals upon 
which teaching, 
research, 
expenments, or 
tests were 

conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 

D. Number of animals 
upon which 
expenments. teaching, 
research, surgery, or 
tests were conducted 
involving 

accompanying pain or 
distress to the animals 
and for which 
appropnate anesthetic, a 

E. Number of animals upon which teaching, 
expenments. research, surgery or tests were 
conducted involving accompanying pam or distress 
to the animals and for which the use of appropnate 
anesthetic, analgesic, or tranquilizmg drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, experiments, 
surgery, or tests. ( An explanation of the procedures 
producing pain or distress in these animals and the 
reasons such drugs were not used must be attached to 

F. 

TOTAL NUMBER 
OF ANIMALS 

( COLUMNS 
C+D+E) 

4. Dogs 

38 

51 9 

1021 


1540 

5. Cats 







6. Guinea Pigs 

52 

2292 

489 

175 

2956 

7. Hamsters 

151 

2696 

73 


2769 

8. Rabbits 

37 

2909 

1598 

1060 

5567 

9. Non-human Primate 

3478 

227 

967 


1194 


10. Sheep 


11. Pigs 


12. Other Farm Animals 



1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anestetic, analgesic, and tranquilizing drugs, prior to, during, and following 
actual research, teaching, testing, surgery, or experimentation were followed by this/esearch facility. 


2) Each principal investigator has considered alternatives to painful procedures. 


3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the principal 
investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A summary of all such exceptions is attached to this annual report. In addition to identifying the 
lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
( Chief Executive Officer or Legally Responsible Institutional Official ) 



( AUG 91 















































126 E Lincoln Avenue 

Rahway NJ 07065-4607 
COUNTY: UNION 

Telephone: 
(732) 594-6179 

203 River Rd 

Somerville NJ 08876 

COUNTY: SOMERSET 

Telephone: 

(908)685-3846 

RD 1 Box 391 

Oxford NJ 07863 

COUNTY: WARREN 

Telephone: 
(908) 637-4427 

3535 General Atomics Ct 
San-DiegoCA 92121-1140 
COUNTY: SAN DIEGO 

Telephone: 
(858) 202-5466 

WP44-20 1 

West Point PA 19486-0004 
COUNTY: MONTGOMERY 

Telephone: 
(215) 652-6232 

WP74-1 

West Point PA 19486-0004 
COUNTY: MONTGOMERY 

Telephone: 
(215) 652-6093 

PO Box 016960 (R289) 

Miami, FL 33136 

COUNTY: DADE 

Telephone: 
(305) 243-8912 

20256 SW 360 th St 

Homestead FL 33034-4102 
COUNTY: DADE 

Telephone: 
(305) 245-1551 

PO Box 549 

Alice TX 78333 

COUNTY: JIM WELLS 

Telephone: 

(361)664-4984 

95 Castle Hall Road 

Yemassee SC 29945 

COUNTY: BEAUFORT 

Telephone: 

(843)589-5190 

466 Devon Park Drive 

Wayne PA 19087 

COUNTY: CHESTER 

Telephone: 
(215) 652-6232 

New Iberia Research Center 
University of Louisiana 

4401 W. Admiral Doyle Drive 
New Iberia LA 70560 
COUNTY: IBERIA 

Telephone: 
(337) 482-0250 


USDA Annual Report: October 1, 2001 - September 30, 2002 


Registration Number 22-R-0030; Merck & Co., Inc. 


EXPLANATION OF ITEMS IN COLUM E 


One hundred and seventy five guinea pigs were studied according to an IACUC-approved 
protocol to evaluate the efficacy of new antifungal compounds. The animals were 
exposed to virulent fungi and then treated with novel antifungal compounds. Only 
compounds that showed promising results in in-vitro tests were used. The minimum 
number of animals were used to provide reliable test results and the length of the study 
was limited to the time necessary to establish the model. The test animals were observed 
twice daily and moribund animals were euthanized. Commercially available anti-fungal 
compounds could not be used to treat the animals’ infections because they would 
interfere with the interpretation of the test result and defeat the purpose of the research. 

In addition, the interaction of pain-relieving agents with the novel compounds is 
unknown at this time. 

In addition, 1060 rabbits were studied according to another IACUC-approved protocol. 
Inflammation was induced in one paw of each animal to test the analgesic properties of 
novel compounds. The minimum number of animals were used to provide reliable data 
and the length of the study was limited to 8 hours or less. Commercially available 
analgesics could not be administered because they would interfere with the interpretation 
of the data and defeat the purpose of the research. Professional veterinary medical care 
was provided throughout each study and any animals experiencing excessive or 
unexpected levels of pain and distress were removed from the study and euthanized. 




| REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY ( Attach additional sheets if necessary or use APHIS Form 7023A \ 


A. 

Animals Covered 

By The Animal 
Welfare Regulations 

B. Number of 
animals being 
bred. 

conditioned, or 
held for use in 
teaching, 
testing, 
experiments, 
research, or 
surgery but not ye 

C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 

D. Number of animals 
upon which 

experiments, teaching, 
research, surgery, or 
tests were conducted 
involving 

accompanying pain or 
distress to the animals i 

and for which 
appropriate anesthetic, a 

E. Number of animals upon which teaching, 
expenments. research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropnate 
anesthetic, analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, experiments. 
surgery, or tests. ( An explanation of the procedures 
producing pain or distress in these animals and the 
reasons such drugs were not used must be attached to 

F. 

TOTAL NUMBER 
OF ANIMALS 

( COLUMNS 
C+D+E) 

4. Dogs 

56 

175 

li 

29 

215 

5. Cats 

0 

0 

0 

0 

0 

6. Guinea Pigs 

0 

276 

0 

0 

276 

7. Hamsters 

0 

0 

0 

0 

0 

8. Rabbits 

37 

106 

0 

o 

106 

9. Non-human Primate 

12 

26 

25 

o 

51 

10. Sheep 

0 

0 

0 

0 

0 

1 1 . Pigs 

0 

0 

0 

0 

0 

12. Other Farm Animals 












13. Other Animals 











* 
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| ASSURANCE STATEMENTS | 


1 ) Professionally acceptable standards governing the care, treatment and use of animals, including appropriate use of anastatic, analgesic, and tranquilizing drugs, prior to, during, and following 
actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 


2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the principal 
investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A summary of all such exceptions Is attached to this annual report In addition to identifying the 
1ACUC -approved exceptions, this summary indudes a brief explanation of the exceptions, as well as the spedes and number of animals affected. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and 

""" CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 

( Chief Executive Officer or Legally Responsible Institutional Official ) 


SIGNA1 | NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL ( Type or Print DATE SIGNED 

To Forrr H 
LAW DEPT. 




APHIS FORM 7023 
{ AUG 91 ) 


(Replaces VS FORM ia*23 (OCT 86), whicn is obsolete. 




























































Special Use: 


Column E Explanation 

This form is intended as an aid to completing the Column E explanation. It is not an official form and its use is 
voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not required as part of an 
explanation. A Column E explanation must be written so as to be understood by lay persons as well as scientists. 


1 . Registration Number: 22-R-0032 


2. Number 


.of animals used in this study. 


3. Species (common name) Dos of animals used in the study. 

4. Explain the procedure producing pain and/or distress. 

A total of 29 dogs were used to evaluate drug candidates for clinical trials 
were identified as Category E. Twenty-four dogs were given a cytotoxic 
chemotherapeutic drug for the treatment of cancer and 5 dogs were given a 
glucose lowering drug for treatment of diabetes. During the studies, these 
dogs presented with clinical signs of lethargy, weight loss, diarrhea, 
inappetance, dehydration and ataxia. 

The studies were designed and conducted in accordance with the Food and 
Drug Administration guidelines. Veterinary personnel observed all animals 
daily and supportive care included fluids and nutritional supplements were 
provided . 


5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. (For Federally mandated testing, 
see Item 6 below) 


(6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal Regulations 
(CFR) title number and the specific section number (e.g., APHIS, 9 CFR 1 13.102): 


Agency FDA CF R 21 CFR 58.3(d) 


21 CFR 58.90 


NOV 2 9 2002 


Nl 

This report is required by law (7 USC 2143). Failure to report according to the regulations 

can 

3V 2 9 2002 

See attached form for 
additional information 

Interagency Report Control W: 

UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

1. CERTIFICATE NUMBER: 22-R-0036 

CUSTOMER NUMBER: 181 

FORM APPROVED 

0M8 NO. 0579-0036 

ANNUAL REPORT OF RESEARCH FACILITY 

( TYPE OR PRINT ) 

Schering Corporation 

Schering-Plough Research Inst, 

2015 Galloping Hill Road 

Kenilworth, NJ 07033 

Telephone: (908) -298-4000 

|3. REPORTING FACILITY ( List ail locations where animals were housed or used in actual research, testing, or expenmentation, or held for these purposes. Attach additional sheets if necessary ) | 


FACILITY LOCATIONS ( Sites ) * See Atached Listing 


| REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY ( Attach additional sheets if necessary or use APHIS Form 7023 A \ 


A. 

Animals Covered 

By The Animal 
Welfare Regulations 

B. Number of 
animals being 
bred. 

conditioned, or 
held for use in 
teaching, 
testing, 
experiments, 
research, or 
surgery but not ye 

C. Number of 
animals upon 
which teaching, 
research, 
expenments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 

D. Number of animals 
upon which 
expenments. teaching, 
research, surgery, or 
tests were conducted 
involving 

accompanying pain or 
distress to the animals 
and for which 
appropriate anesthetic, a 

E. Number of animals upon which teaching, 
expenments. research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropnate 
anesthetic, analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, expenments, 
surgery, or tests. ( An explanation of the procedures 
producing pain or distress in these animals and the 
reasons such drugs were not used must be attached to 

F. 

TOTAL NUMBER 
OF ANIMALS 

( COLUMNS 

C + D + E ) 

4. Dogs 

0 

366 

159 

0 

525 

5. Cats 

0 

0 

25 

0 

25 

6. Guinea Pigs 

0 

4,498 

2,724 

0 

7,222 

7. Hamsters 

0 

0 

70 

0 

70 

8. Rabbits 

0 

482 

29 

7 

518 

9. Non-human Primate 

113 

443 

227 

0 

670 

10. Sheep 

0 

0 

0 

0 

0 

11. Pigs 

0 

0 

0 

0 

0 

12. Other Farm Animals 

0 

0 

0 

0 

0 

GERBILS 

0 

2,180 

5,028 

0 

7,208 

13. Other Animals 











• 














| ASSURANCE STATEMENTS 


1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anastatic, analgesic, and tranquilizing drugs, poor to, during, and following 
actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhenng to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the principal 
investigator and approved by the Institutional Animal Care and Use Committee (1ACUC). A summary of all such exceptions is attached to this annual report In addition to identifying the 
lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the spades and number of animals affected. 


4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
( Chief Executive Officer or Legally Responsible Institutional Official ) 

SIGNATURE OF CFO OR INSTITUTIONAL OFFICIAL, 

NAME 4 TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL ( Type or Print 

DATE SIGNED 


tr. 


APHIS FORM 7023 
(AUG 91 ) 


(Replaces VS FORM 18-23 (OCT 88). which is obsolete. 



















































APHIS Form 7023 Site List 


The following sites have been reported by the facility. 


Registration Number: 22-R-0036 

Customer Number: 181 

Facility: SCHERING CORPORATION 

2015 GALLOPING HILL ROAD 
KENILWORTH, NJ 07033 
(908) 298-4000 


SCHERING-PLOUGH RESEARCH INST. * 

P.O. BOX 32, ROUTE 94 
LAFAYETTE, NJ 07848 

RESEARCH INSTITUTE S; *C ' 

20$ GALLOPING HILL RD 
KENILWORTH, NJ 07033 


Registration Number: 22-R-0036 


November 22, 2002 


Elizabeth Goldentyer, DVM 

UNITED STATES DEPARTMENT OF AGRICULTURE 

Animal and Plan Health Inspection Service 
Regulatory Enforcement and Animal Care 
Eastern Region Office 
920 Main Campus Drive 
Suite 200 

Raleigh, NC 27606 


Dear Dr. Goldentyer: 

Listed below are comments to accompany the annual report of research facilities for site 
number 1 . 

Summary of exceptions to the regulations and standards: 

The environmental enrichment program has exceptions for social housing for some 
nonhuman primates. Twenty-five rhesus monkeys are housed separately due to special 
study requirements for controlling and monitoring food consumption as part of a research 
project. Six cynomolgus monkeys were housed separately for brief periods (1-21 days) 
while participating in drug metabolism or telemetric monitoring studies. Seven cebus 
monkeys were single housed during several studies to allow better individual observations 
and excluded from certain elevated enrichment devices. The justification was to increase 
their safety due to decreased motor skills possibly caused by test compounds. All the 
animals are included in all the other aspects of the environmental enrichment program. The 
protocols with the exemptions are approved by the IACUC and reviewed during the semi- 
annual program review. 

One exception to the canine exercise program is to be reported. It involved the use of 
special canine metabolism cages for drug metabolism studies. The canine metabolism 
cages provide greater than 100%, but less than 200% of required space for exercise. The 
period of time in the cages was approximately 24 hours. Positive human interaction was 
greatly increased during this period. The protocols with the exemption were approved by 
the IACUC and reviewed during the semi-annual program review. The studies were 
infrequent and involved only five laboratory canines. 


Listed below are comments to accompany the annual report of research facilities for site 
number 2. 

Summary of exceptions to the regulations and standards: 

Listed below are instances wherein animals were exempted from the pair housing 
requirement of our program for the psychological well-being of non-human primates. The 
duration of such exemptions varied according to the reason. The numbers of animals and 
reasons for such exemptions are herein listed: 


1. Two hundred and five cynomolgus non-human primates were exempted from social 
housing for periods of time when required for collection of individual clinical signs and 
required randomization of the animals in studies or during the quarantine period. The 
exemption from social housing was variable depending on the duration of the individual 
study. All study protocols were reviewed and approved by the IACUC. 


2. The Safety Evaluation Center has implemented new pair housing procedures for 
monkeys on most studies this year. Although, the new program greatly increases the 
number of pair housed non-human primates, the program has resulted in some 
temporarily single housed monkeys for reasons other than protocol, medical conditions 
and aggression. Reasons for temporary single housing include the lack of a suitable 
partner because of significant size differences, odd number of animals in the room 
and/or medical evaluation and treatment of only one of the partners. The number of 
primates temporarily single housed in this group was nine. 


General Column “E" Justification Statement: 


Listed below are the animals that retrospectively and prospectively may have experienced 
some pain or distress during the study for site 2. 

All the studies were performed under GLP standards for future FDA submission. The 
studies were approved the IACUC and conducted in accordance with FDA requirements 
[21CFR 312.23(a)(8), 21 CFR 58, 62 FR 62922, and 59 FR 48746]. Seven rabbits listed in 
column “E” were used in these standard toxicological investigations for new drug 
development. The rabbits developed unexpected terminal medical complications while 
participating on study. The rabbits retrospectively have been added to the column “E". In 
regard to all studies, as a standard policy, the attending veterinarian is notified of any 
abnormal medical condition that may occur in any of the research animals. All animals are 
carefully monitored and if found to be in pain and/or distress during the course of the study 
are provided humane euthanasia. 
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1. CERTIFICATE NUMBER: 

22-R-0040 

CUSTOMER NUMBER: 

689 


Huntingdon Life Sciences, Inc. 

P.O. Box 2360 

East Millstone, NJ 08875 

Telephone: (732) -873-2550 



3. REPORTING FACILITY ( List all locations where animals were housed or used in actual research, testing, or experimentation, or held for these purposes. Attach additional sheets if necessary ) 


FACILITY LOCATIONS ( Sites ) - See Atached Listing 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY l Attach additional sheets if necessarv or use APHIS Form 7023A \ 


C. Number of D. Number of animals E. Number of animals upon which teaching, F. 

animals upon upon which experiments, research, surgery or tests were 

which teaching, experiments, teaching, conducted involving accompanying pain or distress Tn . 

research, research, surgery, or to the animals and for which the use of appropriate _ 

experiments, or tests were conducted anesthetic, analgesic, or tranquilizing drugs would ' 

tests were involving have adversely affected the procedures, results, or . _ 

conducted accompanying pain or interpretation of the teaching, research, experiments. ' ^ 

involving no distress to the animals surgery, or tests. ( An explanation of the procedures C 

pain, distress, or and for which producing pain or distress in these animals and the 

use of pain- appropriate anesthetic, a reasons such drugs were not used must be attached to 

relieving drugs. 


A. 

B. Number of 
animals being 
bred. 

Animals Covered 

conditioned, or 

By The Animal 

held for use in 

Welfare Regulations 

teaching, 
testing, 
experiments, 
research, or 
surgery but not ye 


4. Dogs 


5. Cats 


6. Guinea Pigs 


7. Hamsters 


8. Rabbits 


9. Non-human Primate 


10. Sheep 


11. Pigs 


12. Other Farm Animals 



D. Number of animals 
upon which 
experiments, teaching, 
research, surgery, or 
tests were conducted 
involving 

accompanying pain or 
distress to the animals 
and for which 
appropriate anesthetic, a 

E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic, analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, experiments, 
surgery, or tests. ( An explanation of the procedures 
producing pain or distress in these animals and the 
reasons such drugs were not used must be attached to 

F. 

TOTAL NUMBER 

OF ANIMALS 

( COLUMNS 
C+D+E) 

77 

39 

490 

13 

1 

39 



325 

75 

36 

436 

250 

68 

18 

336 


115 

5 

36 

156 



1 ) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anastatic, analgesic, and tranquilizing drugs, prior to, during, and following 
actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act and it has required that exceptions to the standards and regulations be specified and explained by the principal 
investigator and approved by the Institutional Animal Care and Use Committee (LACUC). A summary of ail such exceptions is attached to this annual report In addition to identifying the 
LAC UC -approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and 
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Annual Report of Research Facility 
October 1, 2001 to September 30, 2002 
Huntingdon Life Sciences 
Registration Number 22-R-0040 


A) Explanation of Category E Studies 

Note: For all studies listed below, the Principal Investigator provided written justification to the 
Huntingdon Life Sciences Institutional Animal Care and Use Committee that agents may not be used to 
alleviate pain or distress due to the potential for interference with the compound under investigation. Use 
of these agents was withheld so as not to invalidate the evaluation of test compounds. 


Species 

Number of 
Category E 
Animals 

Study Tvpe/Regulatory Reference Study 

Objective 1 

Study 

Guidelines 2 

Dogs 

6 

Animals were exposed to test compound via A 

intravenous administration for a single dose. 

Test article effects were evident, resulting in 
discontinuation of dosing in 6 affected animals. 

This study was based on an FDA mandated study design. 


Rabbit 

5 

Animals were exposed to test compound via oral gavage, E 

once daily for 2 weeks. The study was designed to 
determine preliminary toxicity assessment of the test article. 

Five rabbits died/euthanized due to test article effects. 

This study was based on an FDA mandated study design. 


Monkey 

7 

Animals were exposed to test compound via intravenous AD 

administration for 4 weeks. Dose was discontinued in 
seven animals exhibiting test article effects. This study 
was based on an FDA mandated study design. 


Monkey 

4 

Animals were exposed to test compound via intravenous AB 

administration once weekly for eight weeks. Test article 
effects were evident in 4 animals. Affected animals were 
euthanized. This study was based on an FDA mandated 
study design. 


Swine 

11 

Animals were to have been exposed to test compound via C 

dermal administration once daily, for 13 weeks. Due to test 
article effects, dose administration was discontinued after 3 
weeks. Eleven animals exhibiting test article effects were 
euthanized. This study was based on an FDA mandated 



study design. 
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Swine 5 Animals were exposed to test compound via oral gavage AD 

once daily for 28 days. Five animals were euthanized due 
to test article effects. This study was based on an FDA 
mandated study design. 

Swine 7 Animals were exposed to test compound via dermal C 

administration once daily for 28 days. Test article 
effects were evident in 7 animals. This study was based 
on an FDA mandated study design. 

Swine 13 Animals were exposed to test compound via dermal C 

administration once daily for 28 days. Test article 
effects were evident in 13 animals. This study was 
based on an FDA mandated study design. 


B) Explanation of Category E Animals in which the use of agents to alleviate pain or distress was 
not withheld. 


Species 

Number of 
Category E 
Animals 

Study Type/Regulatory Reference 

Study 

Objective 1 

Study 

Guidelines 

Rabbit 

31 

Animals were exposed to test compound via E 

subcutaneous administration once daily for 2 weeks. 

Animals exhibiting test article effects received supplemental 
nutrition and were eventually euthanized. 

a,b 

Dog 

3 

Animals were exposed to test compound via 24 hour 
infusion. Three animals exhibiting test article effects 
were treated with anti-emetics, fluids, and nutritional 
supplementation. Dose was discontinued and 
affected animals were euthanized. This study was 
based on an FDA mandated study design. 

A 


Dog 

23 

Animals were exposed to test compound once via 

A 



subcutaneous administration. Twenty-three animals 
exhibited test article effects and were treated with 
analgesics and topical treatments. This study was 
based on an FDA mandated study design. 
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Dog 1 Animals were exposed to test compound via single AD c,d 

intravenous administration. One animal died as a result 
of test article effects. 


Dog 1 Animals were exposed to test compound via intravenous AF 

administration, three times. One animal was euthanized 
due to test article effect. This study was based on an FDA 
mandated study design. 

Dog 4 Animals were exposed to test compound via intravenous A 

administration for 5 days. Test article effects were 
observed in 4 animals. Three were treated with analgesics, 
and one was euthanized. This study was based on an FDA 
mandated study design. 


Dog 1 Animals were exposed to test compound via oral gavage/ B c,d,e 

intravenous administration every 3 days. One animal was 
euthanized due to effects attributed to test article. 


Monkey 2 Animals were exposed to test compound via oral AD 

administration once daily for 2 weeks. One animal was 
treated with supplemental nutrition, and one animal 
was euthanized due to effects attributed to test article. 

This study was based on an FDA mandated study design. 

Monkey 2 Animals were exposed to test compound via intravenous A 

infusion. Two animals were euthanized due to effects 
attributed to test article. This study was based on an FDA 
mandated study design. 

Monkey 3 Animals were exposed to test compound via intravenous A 

administration for 5 days. Three animals exhibited test 
article effects. Dose was discontinued and animals were 
euthanized. This study was based on an FDA mandated 
study design. 

Cats 1 Animals w r ere exposed to test compound via single AF 

intravenous administration. One animal was treated 
with analgesics for surgical complications. This study 
was based on an FDA mandated study design. 


.DEC 0 9 2002 


Annual Report of Research Facility 
October 1, 2001 to September 30, 2002 
Huntingdon Life Sciences 
Registration Number 22-R-0040 


A Assessment of systemic toxicity 

B Assessment of cardiovascular effects/toxicity 

C Assessment of dermal irritation 

D Assessment of pharmacokinetics/toxicokinetics 

E Assessment of matemal/embryo effects 
F Assessment of local toxicity (injection site) 


2 These studies were based on one of the following guidelines: 

a. ICH (International Conference on Harmonization of Technical Requirements for the Registration of Pharmaceuticals for 
Human Use) Harmonized Tripartite Guidelines, Detection of Toxicity to Reproduction for Medicinal Products: Federal 
Register V59, No. 183, Sept.22, 1994- Study Design 4.1.3, Study for Effects on Embryo-Fetal Development. 

b. Japanese Ministry of Health & Welfare, PAB/PCD Notification No. 316, April 14, 1997. 

c. Guidelines for General Pharmacology Studies, Japanese Ministry of Health & Welfare, PAB/NDD, Notification No. 4, 
January 1991. 

d. CPMP-986-96 Points to Consider, Cardiovascular Assessments, December 1997. 

e. ICH (International Conference on Harmonization), Topic S7, Safety Pharmacology. 


B) Summary of IACUC-approved exceptions to the Standards and Regulations: 


• 8 dogs were exempted from the exercise requirement for 5 days while on study, during data collection via 

subcutaneous telemetry implant. 

•• 4 dogs were exempted from the exercise requirement for 34 days during surgical recovery and test article 
delivery via continuous intravenous infusion. 

•• 10 dogs were exempted from the exercise requirement for 19 days due to surgical recovery and test article 

delivery via continuous intravenous infusion. 

•• 12 dogs were exempted from the exercise requirement for 27 days during surgical recovery and data collection 

via subcutaneous telemetry implant. 

•• 6 dogs were exempted from the exercise requirement for 6 days while on study, during data collection via 

subcutaneous telemetry implant. 

•• 10 dogs were exempted from the exercise requirement for 41 days during surgical recovery and data collection 

via subcutaneous telemetry implant. 

•• 6 dogs were exempted from the exercise requirement for 7 days while on study, in order to collect continuous 

metabolism samples. 
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22-R-0041 
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173 
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Becton Dickinson And Co. 
One Becton Drive 
Franklin Lakes, NJ 07417 
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3. REPORTING FACILITY ( List all locations where animals were housed or used in actual research, testing, or experimentation, or held for these purposes. Attach additional sheets if necessary ) 


FACILITY LOCATIONS ( Sites ) - See Atached Listing 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY l Attach additional sheets if necessan/ or use APHIS Form 7023A ) 


A. B. Number of 

animals being . 
bred, 

Animals Covered conditioned, or 

By The Animal held for use in 

Welfare Regulations teachina. 


B. Number of 

C. Number of 

D. Number of animals 

E. Number of animals upon which teaching, 

F. 

animals being . 

animals upon 

uDon which 

experiments, research, surgery or tests * j ere 


bred, 

which teaching. 

expenments, teaching. 

conducted involving accompanying pain or distress 

TOTAL NUMBER 

conditioned, or 

research. 

research, surgery, or 

to the animals and for which the use of appropriate 

OF ANIMALS 

held for use in 

experiments, or 

tests were conducted 

anesthetic, analgesic, or tranquilizing drugs would 

teaching. 

tests wefe 

involving 

have adversely affected the procedures, results, or 

( COLUMNS 

testing. 

conducted 

accompanying pain or 

interpretation of the teaching, research, experiments, 

experiments. 

involving no 

distress to the animals 

surgery, or tests. ( An explanation of the procedures 

C+D+E) 

research, or 

pain, distress, or 

and for which 

producing pain or distress in these animals and the 


surgery but not y€ 

use of pain- 
relieving drugs. 

appropriate anesthetic, a 

reasons such drugs were not used must be attached to 




4. Dogs 


5. Cats 


6. Guinea Pigs 


7. Hamsters 


8. Rabbits 


9. Non-human Primate 


10. Sheep 


11. Pigs 


12. Other Farm Animals 


1 ) Professionally acceptable standards governing the care, treatment and use of animals, including appropriate use of anestetic, analgesic, and tranquilizing drugs, prior to, during, and foliowing 
actual research, teaching, tasting, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the principal 
investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A summary of all such exceptions Is attached to this annual report. In addition to identifying the 
IACUC -approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and 

























Special Use: 


Column E Explanation 

This form is intended as an aid to completing the Column E explanation. It is not an official form and its use is 
voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not required as part of an 
explanation. A Column E explanation must be written so as to be understood by lay persons as well as scientists. 


1. Registration Number:, 


jg- R-mW 


2. Number. 


170 


.of animals used in this study. 


3. Species (common name) (jj h nfe. of animals used in the study. 

4. Explain the procedure producing pain and/or distress. ^ . _i 

0‘ i [ \ (rx'^cAi oft 1-r-tvnO s 

AcKvjI/^^4- ^errr^aJl rr i 4*4-i cm GV " > 

tX, .-wc 4,-4 S)4eS ,.4^10^0^ 

^ 'pc P/Cb. in pe-fmfc-knrt' "TW n£*-4- <5**^ ' + 

f ' it/ arJrS? , ~ tX 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. (For Federally mandated testing, 
see Item 6 below) 

44x1 rA /vvc)vCQ.4crn Cou^() Qon^f^cm.S-^ 

rt 5 i4 « Z<x-4< 0-rv -f r c bt/SS . 


6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal Regulations 
(CFR) title number and the specific section number (e.g., APHIS, 9 CFR 1 13.102): 


Agency. 


i-d/I a I 


jrso 10 94 3:10 


CFR. 


■50 
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1 3 . REPORTING FACILITY ( List ail locations where animals were housed or used in actual research, testing, or experimentation, cr held for these purposes. Attach additional sheets if necessary ) 


FACILITY LOCATIONS ( Sites )- See Atached UsUnj 7 5 PaSSaiC A.Venue . 

Fairfield, NJ 07004 
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A. 

Animals Covered 

By The Animal 
Welfare Regulations 

B. Number of 
animals being 
bred, 

conditioned, cr 
held for use in 
teaching, 
testing, 
experiments, 
research, or 
surgery but net ye 

C. Number of 
animals upon 
which teacning, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 

D. Number of animats 

UDon which 
experiments, teaching, 
research, surgery, or 
tests were conducted 
involving 

accompanying pair or 
distress to the animals 
and for which 
appropriate anesthetic, a 

E. Number of animals upon which teaching, 

experiments, research, surgery cr tests were - 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic, analgesic, or tranquiiizing drugs wculc 
have adversely affected the procedures, results, or 
Interpretation of the teaching, research, experiments, 
surgery, cr tests. { An explanation of the procedures 
producing pain or distress in these animals and the 
reasons such drugs were not used must be attached to 

F. 

TOTAL NUMBER 
OF ANIMALS 

( COLUMNS 

C + D+E) 

4. Dogs 





N/A 

5. Cats 





N/A 

6. Guinea Pigs 

0 

468 | 

0 

172 

640 

7. Hamsters j 





N/A 



1 ) Profession ally acceptable standards governing the care, tr ea t m e nt , and use of animals, including appropriate use of anastatic, analgesic, and tranquilisng drugs, prior to, during, and following 
actual research, teaching, tasting, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3} This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the principal 

rrve sti g ator and approved by the Institutional Animal Care and Use Committee (IACUC). A summary of all such exceptions Is attached to this annual report. In addition to identifying the 
lACUC-approved exceptions, trts summary indudes a brief explanation of the exceptions, as well as the spades and number of animals affected. 


4) The attending veterinarian far this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and 
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Registration #22-R-0050 



COMMENTS. APHIS FORM 7023 


A. The 172 guinea pigs that experienced pain without benefit of analgesics or anesthetic 
during tests were used in the Kligman Skin Sensitization tests required for the 
compliance with the Federal Hazardous Substance Act Regulation, the Federal 
Insecticide, Fungicide and Rodenticide Act regulation and the Toxic Substance Control 
Act regulation. The concomitant use of analgesic, anesthetic or tranquilizing drugs in 
these procedures, according to these regulations, would have adversely affected the 
interpretation of the results. 


B. The 29 rabbits that experienced pain without benefit of general analgesics or anesthetics 
during tests were used in eye and primary skin irritation studies required for the 
compliance with the Federal Insecticide, Fungicide and Rodenticide Act regulation and 
the Toxic Substance Control Act regulation. The concomitant use of analgesic, 
anesthetic or tranquilizing drugs in these procedures, according to these regulations, 
would have adversely affected the interpretation of the results. 

It is the policy of the Toxicology Laboratory to use the minimum number of animals 
necessary to ascertain hazards associated with chemical insult for any sample tested. 
The welfare of laboratory animals used in toxicologic studies is an integral part of our 
laboratory policy. Test substances are flushed from the eye or removed from the skin 
site as soon as possible without compromising the test protocol. Animals receive local 
anesthetics, topical antibiotics and the best care available post-testing if chemical insult 
is minor. The Study Director examines all animals involved in studies where a test article 
is rated a severe eye or skin irritant. Euthanasia by lethal injection of pentobarbital is 
performed if an animal is suffering. 


C. There were no lACUC-approved exception(s) to the regulations or standards. 


By: 



Date 
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FACILITY LOCATIONS ( Sites ) - See Atached Listing 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY l Attach additional sheets if necessary or use APHIS Form 7023A \ 


A. 

B. Number of 

C. Number of 

D. Number of animals 

E. Number of animals upon which teaching. 

F. 


animals being 

animals upon 

upon which 

experiments, research, surgery or tests were 



bred, 

which teaching. 

experiments, teaching. 

conducted involving accompanying pain or distress 


Animals Covered 

conditioned, or 

research, 

research, surgery, or 

to the animals and for which the use of appropnate 


By The Animal 

held for use in 

experiments, or 

tests were conducted 

anesthetic, analgesic, or tranquilizing drugs would 


Welfare Regulations 

teaching. 

tests were 

involving 

have adversely affected the procedures, results, or 



testing, 

conducted 

accompanying pain or 

interpretation of the teaching, research, expenments. 



experiments. 

involving no 

distress to the animals 

surgery, or tests. ( An explanation of the procedures 



research, or 

pain, distress, or 

and for which 

producing pain or distress in these animals and the 



surgery but not ye 

use of pain- 

appropnate anesthetic, a 

reasons such drugs were not used must be attached to 




relieving drugs. 






TOTAL NUMBER 
OF ANIMALS 

( COLUMNS 
C+D+E) 



1 ) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anastatic, analgesic, and tranquilizing drugs, prior to, during, and following 
actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the principal 
investigator and approved by the Institutional Animal Cars and Use Committee (IACUC). A summary of all such exceptions is attached to this annual report In addition to identifying the 
IACUC -approved exceptions, this summary indudes a brief explanation of the exceptions, as well as the spedes and number of animals affected. 

4) The attending veterinarian for this research facility has appropriate authonty to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and 
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Consumer Product Testing Co. 


Facility Registration Numbe/: 22-R-0069 

The animals listed in Column E of APHIS Form 7023 included 315 guinea pigs, 6 
hamsters and 77 rabbits. The rabbits and hamsters were used on irritation studies. These 
studies are used to determine the dermal, ocular or oral mucosa irritation potential of the 
articles tested. The guinea pigs were used on sensitization studies. These studies were 
used to determine the sensitization potential of the products tested. 

In all cases the “procedures producing pain or distress” were either the injection of an 
adjuvant or the application of an irritating substance to the animal(s) in question. The 
sponsors of these studies had indicated that the use of anesthetics or analgesics might 
have interfered with the interpretation of the test results. 

As a contract facility, we are not always aware of the nature of the articles being tested 
and rely upon our sponsors to responsibly determine the appropriateness of the use of 
anesthetics and/or analgesics. 

At the USDA’s suggestion, we have included in Column E animals exhibiting maximum 
irritation scores in the above mentioned study types but not necessarily having exhibited 
behavioral responses normally associated with pain or distress. In cases where an animal 
had exhibited a behavioral response normally associated with pain or distress, the 
response was no more than momentary but the procedure was recorded as “painful” 
nonetheless. 


This report is submitted for the exclusive use of the person, partnership, or corporation to whom it is addressed, and neither the report nor the 
name of these Laboratories nor any member of its staff, may be used in connection with the advertising or sale of any product or process 
without written authorization. 
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Product Safety Labs, Inc. 

2394 Route 130 
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3. REPORTING FACILITY ( List alt locations where animals were housed or used in actual research, testing, or experimentation, or held for these purposes. Attach additional sheets if necessary ) 


FACILITY LOCATIONS ( Sites ) - See Atached Listing 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY i Attach additional sheets if necessarv or use APHIS Form 7023A \ 


Animals Covered 
By The Animal 
Welfare Regulations 


4. Dogs 


5. Cats 


6. Guinea Pigs 


7. Hamsters 


8. Rabbits 


9. Non-human Primate 


10. Sheep 


11. Pigs 


12. Other Farm Animals 


B. Number of 
animals being 
bred, 

conditioned, or 
held for use in 
teaching, 
testing, 
experiments, 
research, or 
surgery but not y« 


C. Number of 
animals upon 
which teaching, 
research, 
expen merits, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 


D. Number of animals 
upon which 

experiments, teaching, 
research, surgery, or 
tests were conducted 
involving 

accompanying pain or 
distress to the animals 
and for which 
appropriate anesthetic, a 


E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic, analgesic, or tranquiluzing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, experiments, 
surgery, or tests. ( An explanation of the procedures 
producing pain or distress in these animals and the 
reasons such drugs were no! used must be attached to 


TOTAL NUMBER 
OF ANIMALS 

( COLUMNS 
C+D+E) 



1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anastatic, analgesic, and tranquilizing drugs, prior to, during, and following 
actual research, teaching, tasting, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the principal 
investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A summary of all such exceptions Is attached to this annual report In addition to identifying the 
lACUC-approved exceptions, this summary indudes a brief explanation of the exceptions, as wen as the species and number of animals affected. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
( Chief Executive Officer or Legally Responsible Institutional Official ) 


I iliaiic • ttti e r> c. r\ r\a ino-rrrt m /> k I A i rtcewiAi / T.„ 


DATE SIGNED 

t>h7)o , 2_ 






( AUG 91 ) 


























Registration Number: 22-R-0082 


ATTACHMENT TO USDA/APHIS ANNUAL REPORT OF RESEARCH FACILITY 

EXPLANATION OF COLUMN “E” ENTRIES 
1 0/0 1/0 1 through 9/30/02 


140 Rabbits - Eye Irritation Test (OPPTS 870.2400): Three (3) of these animals vocalized 
following instillation of the test compound but immediately became calm after they were returned 
to their cage. Therefore, anesthetic was not considered. Although the remaining animals did not 
exhibit overt signs of pain or distress, they exhibited ocular irritation scores above an arbitrary 
threshold and were considered to be in distress as a result of their exposure to the test compound. 
Although in the eye irritation test ocular anesthetic may be used prior to instillation, repeated 
and/or prolonged anesthetic use could retard healing and possibly lead to collateral irritation 
and/or subsequent corneal infection. Therefore, ocular anesthetic was not used on the animals 
evidencing ocular irritation scores above this established threshold limit. 

15 Rabbits - Dermal Irritation Test (OPPTS 870.2500): All animals exhibited eschar and/or 
corrosion at the dose site, which could indicate possible necrosis of the skin. In all cases, the area 
of exposure and subsequent skin damage was < 1 in'. Continuous or prolonged use of topical or 
systemic anesthetic agents during dermal irritation tests was not considered appropriate since it 
could lead to study complications including increased irritation and delayed healing. The use of 
analgesic agents would be inappropriate in these studies due to resultant anti-inflammatory effects 
that could mask the indicators of irritation. If used, they might significantly alter the effects of 
the test compound and compromise study results. 

248 Guinea Pigs - Dermal Sensitization Test (OPPTS 870.2600): Similar to the dermal 
irritation test noted above, these animals exhibited eschar and/or corrosion at the dose site, which 
could indicate possible necrosis of the skin. In all cases, the area of exposure and subsequent skin 
damage was < 1 in 2 . Continuous or prolonged use of topical or systemic anesthetic agents during 
dermal sensitization tests was not considered appropriate since it could lead to study 
complications including increased irritation and delayed healing. The use of analgesic agents 
would be inappropriate in these studies due to resultant anti-inflammatory effects that could mask 
the indicators of sensitization. If used, they might significantly alter the effects of the test 
compound and compromise study results. 


This report is required by law (7 USC 2143). Failure to report according to the regulations can 
result in an order to cease and desist and to be subject to penalties as provided for in Section 2150. 


See reverse side for 
additional information. 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


1. REGISTRATION NO. 
22-R-0108 


CUSTOMER NO. 
193 


Interagency Report Control N 
0180-OOA-AN 


FORM APPROVED 
OMB NO. 0579-0036 


ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 


2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA, 
indude Zip Code) 

EXXONMOBIL BIOMEDICAL SCIENCES, INC. 

P.O. BOX 971 

1545 ROUTE 22 EAST 

ANNANDALE, NJ 08801-0971 


3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes. Attach additional 
sheets if necessary.) 


FACILITY LOCATTONSfsrfesJ 


EXXONMOBIL BIOMEDICAL SCIENCES, INC. 
ANNANDALE. NJ 08801-0971 


REPORT OF ANIMALS USED BY OR UNOER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS FORM 7023A ) 


A. 


Animals Covered 
8y The Animal 
Welfare Regulations 


B. Number of 
animals being 
bred, 

conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes 


C. Number of 

D. Number of animals upon 

E. Number of animals upon which teaching. 

F. 

animals upon 

which experiments. 

experiments, research, surgery or tests were 


which teaching. 

teaching, research, 

conducted involving accompanying pain or distress 

TOTAL NO. 

research, 

surgery, or tests were 

to the animals and for which the use of appropriate 1 

OF ANIMALS 

experiments, or 

conducted involving 

anesthetic.analgesic, or iranquilaing drugs would 


tests were 

accompanying pain or 

have adversely affected the procedures, results, or 

(Cols. C ♦ 

conducted 

distress to the animals 

interpretation of the teaching, research. 

D E) 

involving no 

and for which appropriate 

expenments, surgery, or tests. (An explanation of 


pain, distress, or 

anesthetic, analgesic, or 

the procedures producing pain or distress in these 


use of pain- 

tranquiiizing drugs were 

animals and the reasons such drugs were not used 


relieving drugs 

used. 

must be attached to this report ) 





ASSURANCE STATEMENTS 


1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquiltzing drugs, pnor to, dunng. 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A summery of all the exceptions is attached to this annual report In 
addition to identifying the lACUC-approved exceptions, this summary indudes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4) The attending veterinanan for this research facility has appropriate authonty to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animat care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true, correct and complete (7 U.S.C. Section 2143) 


SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL I NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL ( Type or Print) 



APHIS FORM 7023 
(AUG 91) 


(Replaces VS FORM 18-23 (Oct 38), which is obsolete 


PART 1 - HEADQUARTERS 




































APHIS Form 7023 Column E Explanation 


This form is intended as an aid to completing the APHIS Form 7023 Column E explanation. It is not an official form and its 
use is voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not required as part of an 
explanation. A Column E explanation must be written so as to be understood by lay persons as well as scientists. 


1. Registration Number: 22-R-0108 

2/3. Species (common name) & Number of animals used in this study: 

Guinea Pigs (43) Rabbits (10) 


4. Explain the procedure producing pain and/or distress. 

Three study types were identified as potentially producing pain or distress in rabbits or guinea pigs at ExxonMobil 
Biomedical Sciences, Inc. (EMBSI) during the 2001 - 2002 APHIS census year. All three study types followed accepted 
regulatory or international test guidelines (OECD 404, 405 and 406) and were conducted for regulatory purposes. These 
study types and the related procedures are listed below: 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to determine 
that pain and/or distress relief would interfere with test results. (For Federally mandated testing, see Item 6 below) 

The animals were not treated for pain or distress because the effects of the anesthetic/analgesic agents on the study 
outcome were not known. In ocular irritation studies, recovery is a key endpoint. Anesthetic/analgesic agents may affect 
this recovery process and may even increase the severity of the response. In guinea pig sensitization studies, the animals 
must be observed for a designated period of time and in some instances be rechallenged to generate meaningful data. 
Also, in the ocular irritation and dermal irritation studies where the animals received only a single exposure, any pain or 
distress that may have occurred did not persist or progress, i.e., the responses observed were transient. 

6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal Regulations (CFR) title 
number and the specific section number (e.g., APHIS, 9 CFR 1 13.102): 

Agency: Ocular Irritation Studies - OECD, Organization for CFR: 

Economic Cooperation and Development, Guidelines for 
the Testing of Chemicals, Test Guideline 405, 1987 




This repoi. is required by law (7 USC 2143). Failure to report according to the regulations 
can 

See attached form for 
additional information 

Interagency Report Control No.: 

UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

1. CERTIFICATE NUMBER: 22-R-0127 

CUSTOMER NUMBER: 12287 

FORM APPROVED 
OM8 NO. 0579-0036 


ANNUAL REPORT OF RESEARCH FACILITY 

( TYPE OR PRINT ) 

Ft Dodge Animal Health 

A Division Of Wyeth 

P 0 Box 5366 

Princeton, NJ 08543 Qf.T H 

■ 2002 



Telephone: (732) -631-5800 




3. REPORTING FACILITY { Ust all locations where animals were housed or used in actual research, testing, or expenmentation. or held for these purposes. Attach additional sheets if necessary ) 


FACILITY LOCATIONS ( Sites ) • See Atached Listing 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY l Attach additional sheets if necessarv or use APHIS Form 7023A ) 


A. 

Animals Covered 

By The Animal 
Welfare Regulations 

B. Number of 
animals being 
bred. 

conditioned, or 
held for use in 
teaching, 
testing, 
expenmen ts. 
research, or 
surgery but not y« 

4. Dogs 


5. Cats 

0 

6. Guinea Pigs 


7. Hamsters 


8. Rabbits 


9. Non-human Primate 


10. Sheep 


1 1 . Pigs 


12. Other Farm Animals 




13. Other Animals 


Gerbils 

no 


c. 


Number of 
animals upon 
which teaching, 
research, 
expen merits, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relievmg drugs. 


D. Numoer of animals 

E. Numoer of animals upon which teaching. 

upon which 

expenments. research, surgery or tests were 

expenments. teaching. 

conducted involving accompanying pam or distress 

research, surgery, or 

to the animals and for which the use of appropnate 

tests were conducted 

anesthetic, analgesic, or tranquilizing drugs wouid 

involving 

have adversely affected the procedures, results, or 

accompanying pam or 

interpretation of the teaching, research, expenments. 

distress to the animals 

surgery, or tests. ( An explanation of the procedures 

and for which 

producing pain or distress in these animals and the 

apprcpnate anesthetic, a 

reasons such drugs were not used must be attached to 


F. 


TOTAL NUMBER 
OF ANIMALS 

( COLUMNS 
C + D + E) 




1 ) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anestetic, analgesic, end tr^qutlizing drugs, poor to. during, and following 
actual research, teaching, tasting, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act. and it has required that exceptions to the standards and regulations be specified and explained by the principal 
investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A summary of all such exceptions Is attached to this annual report, in addition to identifying the 
tACUC-approved exceptions, this summary indudes a bnef explanation of the exceptions, as well as the species and number of animals affected. 


4) The attending veterinanan for this research facility has appropriate authority to ensure the provision of adequate vet en nary care and to oversee the adequacy of other aspects of animal care and 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
( Chief Executive Officer or Legally Responsible Institutional Official ) 

SIGNATURE nrrcn no iwcrm mnwAi ncpiciAL 

NAME 4 TITLE OF C.E.O OR INSTITUTIONAL OFFICIAL < TVn* nr Pnni 

DATE SIGNED 




APHIS FORM 7Q23 (Replaces VS FORM 18-23 (OCT 88). wnicn ;s obsolete 

(AUG 91 ) 

(£&) wU-zApt- 























USDA Annual Report - 2002 

Fort Dodge Animal Health 

Facility Registration Number: 22-R-0127 


Facility Locations: 


Quakerbridge and Clarksville Roads 
Princeton, New Jersey 08543 
(Note: This site closed June 30, 2002.) 



USDA Annual Report - 2002 

Fort Dodge Animal Health 

Facility Registration Number: 22-R-0127 


The 173 gerbils reported in Category E were used in efficacy testing of proprietary, novel 
compounds for in vivo anthelmintic activity. The test compounds were administered as a 
single oral dose. 

The gerbils were found dead during routine daily morbidity and mortality checks. 
Premonitory signs were not observed the day before. Therefore this finding was not 
anticipated. Because the interval between onset of signs, if any, and death could not be 
determined, an assumption has been made that these gerbils could have experienced more 
than transient pain or distress prior to death. 

This protocol was reviewed and approved the Institutional Animal Care and Use 
Committee. 


